MEPEJIIK
JIKAPCBKHX 3ACOBIB (MEJUYHUX IMYHOBIOJIOI'TYHUX MMPEMAPATIB), IIIOJ10 SIKUX BYJIU BHECEHI
3MIHU 10 PEECTPAIIIHMHUX MATEPIAJIB, IKI BHOCSTBCS 10O TIEPJKABHOI'O PEECTPY JIKAPCBKHX
3ACOBIB YKPAIHHA

Jonarox 3

a0 Haka3y MiHicTrepcTBa 0X0poHH

310poB’s Ykpainu «IIpo nep:xaBny
peecTpauiio (mepepeecTpaniio) JikapcbKuX
3ac00iB (MeAH4YHUX iMyHOOioJI0riYHNX

NpenapaTiB) Ta BHeCEHH 3MiH /10

peecTpauiiHux MartepiajaiB»
Bix 11 kBiTHs 2023 poky Ne 683

KapTOHHiI kopobui

KOHTPOMb AKOCTI
cepivi rotoBoro
npoaykty: BCI1
dapmacbioTikan
3 C.MN.A., Itanis;
BupobHuLTBO
Hepo3sdacosBaHo
T npoaykKuii,
nepBuHHa
ynakoBka:
®apesa lNay 2,
®paHuis;
BTOPWHHA
ynakoBka,
[03BiN Ha
BUWMYCK Cepil:
Takega ABcTpis
MM6X, ABCTpisi

y3aranbHeHVX AaHWX Npo cucTemy
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAaNbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsaay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iNCHEHHS dhapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-chaina cuctemu
hapmakoHarnsigy) 3miHa ynoBHoBaxeHoi ocobu
BinoBigansHoi 3a papmakoHarnag;
Litoua pegakuisi: Simon Ashworth. NMponoHoBaHa
pepakuis: Cymit MyHxan /Sumit Munjal. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0cobu
3asBHMKA, BiAnNoBiaanbHoOI 3a 3MiCHEHHS
hapmakoHarnsgy. 3miHa KOHTakTHOI ocobu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. [itova pegakuis: CamoHeHko MapuHa
BonoagumupisHa. [NponoHoBaHa pegakuis:
YperTin Ceprin IBaHoBud / Sergii Uretii. 3miHa
KOHTaKTHUX aHMUX KOHTaKTHOI 0coOU 3asiBHUKA,
BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
3MiHa Micue3HaxomKeHHs MacTep-canna
cucTemn chapmakoHarnagy. 3miHa micus
30iICHEHHSA OCHOBHOI AisiNbHOCTI 3

Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asisHUKa eupobHuUKa sionycky aHHsT* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
1. AOUETPUC® | nopoulok ans Takena [aHis Bupo6bHuLTBO ITanis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/13286/01/01
KOHLieHTparty Ans dapma A/C Hepo3dacosaHo ®paHuis/ 3MiHn | TUny - 3miHn Wwopo peuernmom
PO34MHy Ans iHdY3in I NnpoaykKuii, ABCTpis 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
no 50 mr; 1 donakoH 3 nepBuHHa BBepneHHs abo 3MiHM 00 y3aranbHEeHUX gaHnx
NOPOLLIKOM Y yrnakoBkKa, npo cuctemy capmakoHarnagy (BBegeHHs
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

hapmakoHarnsgy

A3ArNIH®
ACIHO

Tabnetku, no 1 mr, no
10 TabneTok y
GnicTepi; no 3 abo no
10 6nictepiB y
KapTOHHIN nayui; no
15 TabneTtok y
GnicTepi, no 2
Grictepn y KapTOHHIN
navui

TOB
"ACIHO
YKPAIHA"

Ykpaina

BMPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTpOrb Ta
BUMNYCK cepil:
[xeHedapm
CA, peuis

Ipeuis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHuM | TUNy - 3MiHK 3 akocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
pO3Mipy yNnakoBKM roTOBOrO fikapcbkoro 3acoby
(3miHa KinbkoCTi oguMHMUBL (Hanpuknag TabneTok,
amnyrn TOLLOo) B ynakosL,i:) - 3MiHa y AianasoHi
3aTBepAKEHMX PO3MIpIB yNnakoBKu - BBeaeHHsA
nopatkosi ynakoku Ne30 (15x2), wo
06yMOBMNEHO MapKETUHIOBUM PiLLEHHAM
3asiBHMKA AN YHUKHEHHN BiacyTHocTi J13 Ha
PUHKY YKpaiHu. BBegeHHs 3MiH NpoTarom 6-tn
MiCsILIiB Micnsi 3aTBEPAKEHHSA

3a
peuernmom

He
nidnsieae

UA/19767/01/01

A3APTA®

Kpanni o4Hi; no 5 mny
drakoHi-kpanenbHuLi
"Opon-TenHep®"; no 1
bnakoHy-KpanenbHuLi
y KopobUj 3 KapTOHY

HosaprTic
dapma Al

Lsenuapi
a

AnkoH-Kyspbop

Benbriga

BHECEHHS 3MiH 4O peecTpaLinHnX maTepianis:
3minHn 1l Trny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BHeceHHs1 abo 3amiHa(u) go 3060B'A3aHbL Ta yMOB
Buaadi peectpauiiHoro NocBig4YeHHs,
BKNtoyatoun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHsi 3MiH(K), Ski(a) BUMaratoTb(€)
noAanbLoro 06rpyHTyBaHHS HOBUMM
[0AaTKOBMM AaHWMMU, LLO MaKTb HagaBaTucs
KOMMETEHTHNM OpraHoM, OCKiflbKM BUMaraeTbCsl
CyTTEBa OLiHKa KOMMETEHTHUM OpraHoMm)
3asiBHUKOM HagaHoO OHOBNeHui MNnaH
ynpaeniHHsi puavkamu Bepcis 3.1. 3MiHu
BHECEHO [0 YaCTuH:

Il «Cneundikauis 3 6esnekn» (moayni Cl
«Enipemionoris nokazaHb 40 3aCTOCyBaHHA Ta
uineoa(i) nonynsuis(i), CV
«MicnsipeectpavinHuin Jocsigy,

CVII «lpeHTndikoBaHi Ta NOTEHUINHI pU3nKnY,
CVIII «Pe3tome npobnem 6e3nekuny;

Il «MnaH 3 hapmakoHarnaay»,
IV»[naHu wopo nicnapeectpauinHmx
pocnigpkeHb ePeKTUBHOCTIY;

V «3axoau 3 MiHiMi3auji pusukiBy;

VI «Pestome nnaHy ynpasniHHS pusukamuny;
VII «dopaTkuy, y 3B’A3Ky 3 OHOBINIEHHSIM
npobriem 3 6e3neku Ha nigcTasi aHanizy
nicnsipeecTpauinHoro AocnigXeHHs 3 6e3neku,
Ta npvBeaeHHst MNnaHy ynpaBniHHA pu3vkammn 4o
OHOBMEHOI CTPYKTYpWU, BiAMOBIAHO 4O BUMOT
EMA (Review II)

3a
peuenmom

UA/10400/01/01

A3NLUNH®

TabneTkn, BKpUTI
o6onoHkoto, no 500
Mr, no 3 Tabnetku y
KOHTYPHIili YapyHKOBIN

MpAT
"®apmaneBT
nyHa cipma

"OapHuus"

YkpaiHa

MpAT
"®apmaueBTUYH
a dipma
"OapHuus"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
peyoBuH. 3MiHa y MeTodax BUNPOobyBaHHS

3a
peuernmom

UA/0137/02/01
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[IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ynakosLi; no 1

KOHTYPHIil1 YapyHKOBIN
ynakoBLUi B naywli

[OMOMDKHOI pe4oBUHM (iHLWi 3MiHM Yy MeTogax
BMNPOOYBaHHS (BKMoyaroum 3amiHy abo
noaasaHHs)) CynyTHs1 3miHa - 3MiHM 3 SIKOCTi.
[oToBMI nikapcbknii 3aci6. KoHTponb
AOMNOMDKHMX pevyoBUH. 3MiHa napameTpis
cneumdikaui Ta/abo JonycTMMMX Mex ansi
[OMOMIDKHOI peYOBUHM (iHLLi 3MiHW) BHECEHHS
3MiH Ha AOMOMDKHY pevoBuHy makporon 4000, a
came: 3a nokasHukom "ETmneHokeng i giokcaH"
3anpornoHOBaHO BBEAEHHSI HOBOI in-house
meToamkn BunpobysaHHsa X (APY, 2.2.28), wo
€ anbTepHaTUBHOK METOAMUL, 3a3Ha4YeHoi B
MoHorpadgii € «Macrogols»; BHeCeHHs
CTUNICTUYHMX Ta peAakuiiHnX nNpaBok, 6e3 3miH
BCTaAHOBMEHNX KPUTEPIN NPUNHATHOCTI 32 aHUM
NOKa3HMKOM SIKOCTi. 3MiHu | TUny - 3MiHK 3
skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
hapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXiAHICTIO NpMBeAEeHHs Y BiAMOBIAHICTbL A0
MoHorpagii dY abo €sponeincbkoi
capmakonei, abo iHWOoi HalioHanbHOI
capmaxkonei gepxasu €C (iHWi 3miHW)
npuBeAeHHA cneumdikauii Ta METOAIB KOHTPOSO
SAKOCTi Ha gonomipkHy pevosuHy Makporon 4000
A0 BMMoOr Aitoyoi MoHorpadii «Macrogols»
€Bponelicbkoi Papmakonei, BignosiaHo 4o p.
3.2.P.4.1. Cneumdikauii Ta 3.2.P.4.2. AHaniTuuHi
METOAMKM BHECEHO HACTYMHi 3MiHU: [0 M.
"lgeHTudikauis", "MposopicTb po3unHy",
"KonbopogicTb po3uuHy", "KncnoTHicTb abo
nyxHicte", "lapokcmneHe yncno”, "Boaa”,
"BigHoBntotodi peyoBuHu" Ta "dopmanbgerig” -
aHaniTM4YHi MeToam KOHTPOnio 3anuwnnuce 6e3
3MiH, BHECEHI pefakLiiHi NpaBku, LLO
odhopMIieHi BiANOBIAHO 4O pekoMeHaaLin Ta
ctunictukn OdY; n. "KiHemaTuyHa B'sI3KiCTb",
"[OuHaMiyHa B'A3KICTb" - aHaNiTU4YHI METOANKN
KOHTPOIMO 3anuiueHi 6e3 3MiH, BHECEHO
pedakuinHi npasku, BiaNoBiAHO A0 Aitoyoi
MoHorpadii "Macrogols" €Bponencbkoi
dapmakonei BU3Ha4YeHHs1 MOKa3HWKiB
"KiHemaTunyHa B'askicTb" i "dnHamivyHa B's3KicTb"
nNpoBOAUTLCA B paMKax TecTy "B'askicTb". Takox
YTOYHEHO 3HaYEHHSI TYCTUHMU, L0
BUKOPWCTOBYETLCS A1s1 PO3paxyHKy AUHAMIYHOT
B'A3kOCTi; N. "PO34MHHICTL" - BiANOBIAHO A0
Bumor [AdY 1.4. "MoHorpadii" AaHWi nokasHuK

Mae pekoMeHAaLUinHMX XapakTep, Ha Uin
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3acTOCyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbTaT
OLiHKM 3BITY 3 JOCIOXEHb, NPOBEAESHUNX
Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX AOCHioKeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVNM OpraHoMm)

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nigcTasi, BUMOMM 40 PO34MHHOCTI cyOGcTaHLii
nepeHeceHo A0 3aranbHNX BNacTUBOCTEN;
nokasHuk "MikpobionoriyHa uncrorta”
npvBeAeHui BignoBiaHo 8o Bumor €9 2.6.12,
5.1.4. 3miHn | Tuny - 3MmiHn 3 skocTi. [oToBMI
nikapcbkuii 3aci6. KoHTponb foNOMiIKHUX
peyoBMH. 3MiHa napameTpiB cneumdikaLin
Ta/abo [onycTUMUX MeX A5 4ONOMKHOI
pPeYOoBUHM (BUINyYEHHS 3i cneumdikaLii
He3Ha4HOro nokasHuka (Hanpuknag 3acTapinoro
noKasHuka)) BUny4eHHs 3i cneuundikauii Ha
ponomixxHy pevosunHy Makporon 4000 nokasHuka
AKOCTI «Baxkki meTanuy», BignoBigHo 40 BUMOT
ICH Q3D Guideline for Elemental Impurities.
5. ANEPOE3 TabneTtkn, BKPUTI My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 nidnsieae UA/14492/02/01
NNiBKOBOK aKkuioHepHe aKuioHepHe 3MiHu | Tuny - 3MiHKM Wwopo peuenma
obornoHkKoto, no 5 wr, TOBapuCTBo TOBapuUCTBO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
no 10 TabneTtok y "HaykoBo- "HaykoBo- 3MiHa y KOpOTKili XapaKkTepucTuLi nikapcbkoro
Gnictepi; no 1 BUPOGHMYMI BUPOBHMYMI 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii Ans
bnictepy B nayui LEeHTp LeHTp MeOMYHOro 3aCTOCyBaHHS Ha NiacTaBsi
"BopLuariscb "bopLuarisCcbkui perynsipHoO OHOBIOBAHOIO 3BiTYy 3 Ge3nekn
KU XiMiKo- XiMiKO- nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
dapmaueBT dapMaueBTUYHM 3acToCyBaHHS nikapcbKkoro 3acoby B
WNYHUIA 1 3asopa” nicnapeecTpauinHui nepioa, abo sk pesynbTaTt
3aBoa” OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiZNOBIOHO 10 NNaHy nejiaTpyuyHMX AoChioKeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVNM OpraHom)
3MiHV BHECEHO B |HCTPYKLiO AN MEONYHOTO
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLii Wwoao
6e3nekn 3acToCyBaHHS Ail040i peYOBUHU.
BBeaeHHs 3MiH NnpoTsrom 6-Tu micauiB nicns
3aTBEpPAKEHHSA
6. AM-ANITEP Tabnetku no 4 mr/10 ToBapucTBo YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis: 3a He UA/17391/01/02
Mr, no 10 TabneTtok y 3 obmexeHow 3MiHu | TUnYy - 3miHun Wwopo peuenmom nionsieae
6nicTepi; no 3 obmexeHo BiAgnNoBiganbHicT 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
Gnictepu y nayui 3 Bignosigans to HaykoBo- 3MiHa y KOpOTKili XapakTepucTuLj NnikapcbKoro
KapTOHY HiCTIO BMPOGHMYa 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans
HaykoBo- cipma MeOMYHOro 3aCTOCyBaHHSA Ha NiacTaBi
BUPOGHMYa "MIKPOXIM" perynsipHO OHOBIMOBAHOrO 3BiTYy 3 6e3neku
hipma nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
"MIKPOXIM"
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

3MiHM BHeceHo o IHCTpyKLii Ans meguyHoro
3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"Mo6ivHi peakuii" WwWoao 6e3nekn 3acTocyBaHHs
LitoY40T peyoBMHU NepuHONPUN BigNOBIAHO 40
pekomergauin PRAC. BeegeHHst 3MiH MpoTArom
6-TW MicaUiB nicns 3aTBepaKEHHS

AM-ANITEP

Tabnetku no 8 mr/5 wmr,
no 10 Tabnetok y
Gnictepi; no 3
Gnictepn y nayui 3
KapTOHY

ToBapucTBo
3
oBMeXxeHo
BignoBsigans
HiCTIO
HaykoBo-
BUPOGHMYa
dipma
"MIKPOXIM"

Ykpaina

ToBapwucTtBo 3
obmexeHo
BigNoOBiganbHiCT
1o HaykoBo-
BUMPOOHMYa
cbipma
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis:
3MiHun | Tvny - 3MiHM Wwoao
6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHs1 Ta IHCTPYKLUii Ans
MeOMYHOro 3acToCcyBaHHS Ha niacTasi
perynsipHoO OHOBIOBAHOIO 3BiTYy 3 Ge3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHs Nnikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaT
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHNX
BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
YNOBHOBAXEHVIM OpraHom)
3MiHM BHeceHo o IHCTpyKLii Ans MeguyHoro
3acTocyBaHHSA Nikapcbkoro 3acoby 4o posainy
"MoGivHi peakuii" wWoao 6e3nekn 3aCToCyBaHHs
Lil0Y0i peyoBMHN NEPMHOONPWA BiANOBIAHO A0
pekomeHgauin PRAC. BeegeHHs 3MiH NpoTsirom
6-TK MicsUiB nicns 3aTBepAXKEHHS!

3a
peuenmom

He
nidnsieae

UA/17391/01/03

AM-ANITEP

Tabnetku no 8 mr/10
mr, no 10 TabneTok y
Gnictepi; no 3
Gnictepu y nayui 3
KapTOHY

ToBapucTBo
3
obmexeHo
Bignosigans
HiCTIO
HaykoBo-
BUPOGHMYa
dipma
"MIKPOXIM"

YkpaiHa

ToBapwucTtBo 3
0BMexeHoIo
BignoBiganbHicT
to HaykoBo-
BMPOGHMYa
dipma
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis:
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
ME[NYHOro 3aCTOCYBaHHS Ha NiacTaBi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
OLiHKM 3BITY 3 JOCIAKEHb, NPOBEAESHNX
BiZNOBIQHO [0 NNaHy nejiaTpuyHMX AOChioXKeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHNM OpraHom)
3MiHM BHeceHo o IHCTpyKLii ons meguyHoro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
"MobiuHi peakuii" wWoao 6e3neku 3acTocyBaHHS
[il0Y0i pe4yOoBUHM NMEPUHAONPWIT BiANOBIAHO A0
pekomMeHpauin PRAC. BBegeHHst 3MiH NpOTSrom
6-TW MicaUiB nicnsa 3aTBepAKEHHS!

3a
peuenmom

He
nidnseae

UA/17391/01/04

AM-ANITEP

Tabnetkun no 4 mr/5 wr,
no 10 Tabnetok y
Gnictepi; no 3

ToBapucTBO
3
0BMEeXeHO

YkpaiHa

ToBapwucTBo 3
0oBGMeXeHOo
BianoBiganbHicT

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | TUnYy - 3miHu Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

3a
peuernmom

He
nidnsieae

UA/17391/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Gnictepn y nayui 3 Bignosiganb 1o HaykoBo- 3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
KapTOHY HiCTIO BUMPOOHMYa 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
HaykoBo- cipma MeLMYHOro 3acToCcyBaHHA Ha niacrasi
BUPOGHMYa "MIKPOXIM" pPerynsipHo OHOBIOBAHOIO 3BiTYy 3 6e3nekn
dipma nikapcbkoro 3acoby, abo gocnigxeHb 3 6eaneku
"MIKPOXIM" 3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHui nepiod, abo sk pesynbTaTt
OLLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX
BiAMNOBIQHO OO0 NNaHy nejiaTpuyHMX OChioKeHb
(PIP) (3MiHy y3romKkeHo 3 KOMNEeTEHTHUM
YNOBHOBAXXEHVM OpraHom)
3MiHV BHeceHo o IHCTpyKLii Ans MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"MoGivHi peakuii" wWoao 6e3nekn 3aCToCyBaHHs
Lil0Y0i peyoBMHU NEPMHOONPWA BiANOBIAHO OO
pekomeHgauin PRAC. BeegeHHs 3MiH NpoTsirom
6-TK MicsaUiB Nicns 3aTBepAXKEHHS!
10. | AMBPOKCOI | cupon, 15 mr/5 mn, no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS1 3MiH JO peecTpauiHMX maTepianis: 6e3 - UA/0595/01/01
15 50 mn y cbnakoHi akuioHepHe aKuioHepHe TexHiyHa nomurnka (3rigHo Hakasdy MOS Big peuenma
noniMepHomy; no 1 TOBapuCTBo TOBapuUCTBO 23.07.2015 Ne 460) BunpaBneHo TexHi4Hy
¢bnakoHy pasom 3 "HaykoBo- "HaykoBo- nomunky y n.6 IHLWE TtekcTy mapkyBaHHSA
TIOXKOI0 [03YBanbHOK | BMPOBHUUNIA BMPOGHUYMIA NepBUHHOI YNakKoBKM Nikapcbkoro 3acoby, a
B nayui; no 100 mn y LEeHTp LeHTp came BuNy4YeHo dpasy Loao yMoB 36epiraHHs,
conakoHi nonimepHomy | "BopLyariscb "bopLuarisCcbkui 3a3HayveHy poCiicbkolo MOBOLD. 3a3HaveHe
abo 6aHui nonimMepHin; KU XiMiKo- XiMiKO- BUMNpaBfeHHs BignoBigae maTepianam
no 1 dnakoHy abo no hapmaueBT dhapmaueBTU4HN peecTpauinHOro 4ocbe
1 6aHui pasom 3 NYHUIA 1 3aBoa”
TOXKOK [03yBaribHOK 3aBoa”
B nayui; no 100 mn y
riakoHi CKNsitHOMY; no
1 donakoHy pasom 3
TIOXKOI0 [,03YBarbHO0
B mayyi; no 120 mn y
drakoHi noniMepHoMy
abo 6aHui nonimepHin;
no 1 dnakoHy abo no
1 6aHui pasom 3
TIOXKOI0 [,03YBaribHO0
B navuj
11. | AMIINIH TabneTku, BKPUTI TOB YkpaiHa yYOorPng TypeyuunHa BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a He UA/13455/01/01
NniBKOBOKO «YOoPng MEOVUNH 3MiHun | Tuny - 3MiHKM Wwopo peuenmom nidnsieae
o6onoHkoto; no 10 MEOVLNH» ITAY CAH. BE 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
Tabnetok y 6nictepi; TIOK. A.LL. 3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro

no 3 6nictepu B
KapTOHHiIl kopobui

3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHsI Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
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JliKapcbK020
3acoby

(nikapcbka ¢gpopma,
ynakoeka)

3asieHUKa

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

12.

AHTUTYCHUH

Tabnetku; no 10

TOB

Ykpaina

TOB

OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
Bi4NOBIQHO A0 NNaHy negiaTpuyHMX AoChioXeHb
(PIP) (3MiHy y3romkeHo 3 KOMNeTEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHU BHECEHO A0 IHCTPYKUIT ANS Mean4Horo
3acToCyBaHHSA Nikapcbkoro 3acoby 4o po3giny
"Mepeno3yBaHHs" BigNOBIAHO 4O OHOBMEHOI
iHcbopmalii 3 6e3neku 3acTocyBaHHs AitoHoi
peYoBUHM fnikapcbkoro 3acoby. BeegeHHs 3MiH
npoTSArom 6-T1 MicsILiB Nicns 3aTBEPYKEHHS.

13.

APUMNIKAQ

TabneTtok y 6nictepax;
no 10 Tabnetok y
6nictepi; no 2

Gnictepu y navui

Tabnetku no 10 mr, no

"TepHodhap
M

Kagina

"TepHodapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis:
3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo 4onNycTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHWM) BHECEHHS 3MiH
B cneuudikauiio LWoAo 3MiHW PYTUHHOCTI
NpoBeAeHHs1 aHanidy mikpobionoriyHoro
koHTponto 13, a came CKOPOYEHHS KifbKOCTi
KOHTPOMIO CEpil: KHEe PYTUHHWIA TECT:
[0MNyCKaeTbCsl MPOBOAMUTU KOHTPOMb NepLUOi Ta
KOXHOI N’sAToi HacTynHoi cepii 113, ane He
piaLe Hix 1 cepii B pik». A Takox 3a3Ha4yeHHs
KOPEKTHOro nocunaHHs Ha gitove BugaHHs Y
B crneumdikauii Ta metogax koHTponto MKA 13
(3aTBepakeHo DY, 1.4).

be3
peuenma

UA/8984/01/01

10 TabneTok y
6nictepi; no 3 abo 10
GnicTepiB y KapTOHHIW
KopobLi

dapmacbloT
nkans
Nimiten

IHaia

Kagina
dapmacbioTurkan
3 JliviTeq

IHAis

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHnX
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHVX AaHNX Npo cucTemy
dapmakoHarnsgy, 3aMiHa ynoBHoBaxeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BiMiHHa Bif, YNOBHOBaXeHOI ocobu,
BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-channa cuctemm
hapmakoHarnsigy) 3miHa KOHTakTHOI ocobu
3asiBHMKA, BignosiganbHoi 3a dhapmakoHarnsaj B
YkpaiHi.

[itoya pepakuis: Savchenko Dmytro
Sergiyovych. MNponoHoBaHa peaakuisi:
Onyshchuk Liudmyla Valeriivna. 3miHa
KOHTaKTHUX AAHMX KOHTaKTHOI 0Ccobu 3asiBHWMKa,

BifgnoBigancHoi 3a dpapmakoHarnag B YKpaiHi.

3a
peuenmom

UA/19119/01/01




8

[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

3MiHa Homepa macTep-ganna cuctemm
dapmakoHarnsgy

14.

APUNIKAOQ

Tabnetku no 30 mr; no
10 TabneTok y
GnicTepi; no 3 a6o 10
GnicTepiB y kKapTOHHIN
KopoOLi

Kagina
dapmacbloT
nkans
Nimiten

IHgia

Kagina
dapmacbioTumkan
3 Jliviteq

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHun | Tvny - 3MiHM Wwoao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnaay.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHuX
npo cuctemy dapmakoHarnagy (BBegeHHs
y3aranbHEeHUX AaHnx Npo cuctemy
chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
chapmakoHarnsay; KOHTaKkTHoOi ocobu 3
thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
chapmakoHarnagy B YkpaiHi, SKLWO BOHa
BiMiHHa Bif, YNOBHOBaXeHOI ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHM y
PO3MiLLieHHI MacTep-danna cuctemm
tapmakoHarnagy) 3miHa KOHTakTHOT ocobu
3asBHMKa, BiANOBiAanbHOI 3a hapMakoHarnsag B
YkpaiHi.

[itoua pegakuis: Savchenko Dmytro
Sergiyovych. MponoHoBaHa peaakuisi:
Onyshchuk Liudmyla Valeriivna. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu 3asiBHWMKa,
BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
3MiHa Homepa macTep-danna cuctemm
dapmakoHarnsigy

3a
peuenmom

UA/19119/01/02

15.

APTPOKON

PO34MH Anis iH'EKLN,
100 Mr/2 mn; no 2 mn
B amnyni; no 5 amnyn
B KOHTYPHi#
YapyHKOBIW ynakoBsLi;
no 1 abo 2 KOHTYpHi
YapyHKOBi yNakoBKM B
KapTOHHiI kopobLyi

TOB
"YOPIQ
MEOWLINH"

Ykpaina

K.O. Pomdrapm
Komnasni C.P.J1.

PymyHis

BHECEHHS 3MiH 0 peecTpauiiHiX MaTepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUiT Ans
MeAMYHOro 3acToCyBaHHS Ha NiacTaBi
perynsipHO OHOBIOBAHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 besneku
3aCTOCyBaHHS fnikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCHNIOKEHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy negiaTpuyHUX AocnigXeHb
(PIP) (3MiHy y3rogXXeHo 3 KOMNETEHTHUM
YMOBHOBaXXEHNM OpraHoM) - 3MiHWN BHECEHO B
iHCTPYKUilO ANsi MeaWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3gainy "3actocyBaHHsi
y nepio BariTHOCTi abo rogyBaHHs rpyaa”
BiANOBIgHO A0 OHOBMEHOI iHhopmaUil Wwoao
6e3nekn 3aCToCyBaHHS Ailo40i pe4OBWHM 3rigHO
3 pekomeHgauieto PRAC. TepMiH BBeAEHHS 3MiH
- NpOTAroM 6 MicAuiB nicnsa 3aTBepAXXEHHS

3a
peuenmom

He
nidnsieae

UA/14707/01/01

16.

ADDUOA

TabneTku, BKpUTI

Henbta

LLIsenuapi

ATIKATION ALl

MiBHIYHA

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

be3

nionsieae

UA/19663/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

nntoc

NniBKOBOK
o6onoHkoto, 200
mr/500 mr; no 10
Tabnetok y Gictepi, no
1 abo 2 6nictepu B
KapTOHHIl kopobui

Megiken
MpomoyLH3
Al

a

Ckon’e

MakenoHia

3MiHun | Tuny - 3MiHKM Wwopo
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy.
3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUiT Ans
MeOM4YHOro 3acToCyBaHHS Ha nigcTa.i
pPerynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCyBaHHS nikapcbkoro 3acoby B
nicnapeecTpadinHui nepiod, abo sk pesynbTaT
OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
Bi4NOBIQHO A0 NNaHy negiaTpyuyHMX AoCchigXeHb
(PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHN BHECEHI A0 iHCTPYKLiT Ans MeanyHoro
3acTocyBaHHs NikapcbKkoro 3acoby y po3ginu
"B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi BMAwn B3aemogin”, "OcobnmeocTi
3acTocyBaHHA" BiANoBiAHO A0 OHOBMNEHOI
iHdbopMalii 3 6e3nekun git4oi pevyoBMHN.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | TuNy - 3MiHW Woao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
MeOMYHOro 3acToCcyBaHHS Ha niacTasi
perynspHo OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHUX
BiANOBIAHO A0 NnaHy negiaTpuyHMX AochigkeHb
(PIP) (3miHy y3rogeHo 3 KOMNEeTEHTHUM
YNOBHOBaXEHNM opraHoM) 3MiHU BHECEHI 0
IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "3actocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaat”
BiAMNOBIAHO 4O OHOBMEHOI iHpopMalii 3 6e3nekn
Aitoyoi pevoBuHU. BBeAeHHS 3MiH NpoTarom 6-Tu
MiCsILiB Micnsi 3aTBEPOKEHHSA

peuenma

17.

ADOULOA
nnioc

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, 200
mr/500 mr; no 10
TabneTok y GicTepi, no
1 abo 2 6nictepu B
KapTOHHiI kopobui

OenbTta
Megiken
[MpomoyLH3
Al

LLisewuapi
a

AJIKANOIOQ AL
Ckor'e

MiBHi4YHa
MakenoHisa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
TexHiyHa nomurika (3rigHo Hakasy MOS3 Big
23.07.2015 Ne 460) — BunpaBneHHst TEXHIYHOT
NOMUIKN, NOB’AA3aHO 3 HEBIAMOBIAHICTIO
(pi3HOUMTaHHST) B MeXax OAHOrO LOKYMEHTA,
OONYLLEHHS NOMWUINKU NPU HanMcaHHi
crneundikaLii Ha TepMiH NpUaaTHOCTI, a came y
po3gini «[JomillKn Ta npogyKTu po3nagy
ibynpodeHy (BEPX)». 3a3HayeHe BUNpaBneHHs
Bignosigae matepianam peecTpauinHoro 4ocbe.

6e3
peuenma

UA/19663/01/01
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Ne

Haszea

®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
18. | ALUMKNOBIP Tabnetkun no 200 wr, CTAOA HimeyumH CTAOA Himeyuunna BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/3840/01/01
200 CTAOA® no 25 tabnetok y ApuHanmitt a ApuHaimitTTens 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
Gnictepi; no 4 enb Al Al BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
Grictepu y KapTOHHIN €Bponeickki thapmakonei/MoHorpadii.
Kopobui; no 5 MoaaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
Tabnetok y 6nictepi; BignoBigHOCTI abo BUNyYeHHs cepTudikata
no 5 Gnictepis y BignoBigHOCTI €BponeWichkin hapmakonei: ons
KapTOHHiI kopobuyi A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
[OMNOMIKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y>xe 3aTBEpAXEHOro
BUPOOHMKa - NoaaHHSA OHOBMNEHOTO cepTudikaTy
BianosiaHocTi €® Ne R1-CEP 2003-218-Rev 05
(3atBepmkeHo Ne R1-CEP 2003-218-Rev 04) Ha
A®I Aumnknosip, Big BXe 3aTBEpAXEHOro
BnpobHuka Olon S.p.A., ITanisi, y 38’s3Ky 3
nopasaHHsIM BUpobHUKa iHTepmegaiaTy
XINXIANG WEIDE CHEMICAL CO., LTD.,
China.
19. | ALUMKNOBIP Tabnetkun no 400 wr, CTAOA Himeyumn CTAOA Himeyuunna BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/3840/01/02
400 CTAOA® no 5 tabnetok y ApuHanmitt a ApuHanmiTTens 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuernmom
6nictepi; no 5 abo 7 enb Al Al BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
GricTepiB y KAPTOHHIN €Bponeiickkin hapmakonei/MoHorpadii.
KopobLi MogaHHA HoBoOro abo oHoBreHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocCTi €Bponenchkii hapmakonei: ons
A®I; onsa BuxigHoOro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
BUpPOOHMKa - NoaaHHs OHOBMNEHOro cepTudikaty
BianosiaHocTi €® Ne R1-CEP 2003-218-Rev 05
(8aTtBepmoxeHo Ne R1-CEP 2003-218-Rev 04) Ha
A®I Aumnknosip, Big BXe 3aTBEpAXEHOro
Bupo6Huka Olon S.p.A., ITanis, y 38’a3ky 3
nopasaHHsIM BUpobHUKa iHTepmegaiaTty
XINXIANG WEIDE CHEMICAL CO., LTD.,
China.
20. | AUMKNOBIP Tabnetkun no 800 wmr, CTAOA HimeuumH CTALA Himeuyunna BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a - UA/3840/01/03
800 CTAOA® | no 5 tabnetoky ApuHanmitt a ApuHanmiTTenb 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
GnicTepi; no 7 enb Al Al

GnicTepiB y KapTOHHIW
KopobLi

BignosigHocTi/l'E-cepTudikat BignosigHoCTi
€Bponeiicbkit apmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHocTi EBponenchkii papmakonei: ans
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
A®I; onsa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peYOBUHM (CepTudikaT
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBReHui ceptudikat Big, y>xe 3aTBepAXeHOro
BUPOGHMKA - MNoaaHHS OHOBMNEHOro cepTudikaty
BianosigHocTi € Ne R1-CEP 2003-218-Rev 05
(3atBepmkeHo Ne R1-CEP 2003-218-Rev 04) Ha
A®I Aumknosip, Big BXe 3aTBEPIKEHOTO
BMpobHuka Olon S.p.A., ITanis, y 38’A3Kky 3
nopasaHHsIM BUpobHUKa iHTepmegaiaTy
XINXIANG WEIDE CHEMICAL CO., LTD.,
China.
21. | AUMKINOCTA | kpem5% no2ry CTAOA HimevumH CTALA HimevuunHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: be3 - UA/3806/01/01
0® Ty6i; no 1 1y6i B ApuHaUMITT a ApuHaimiTTenb 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT peuenma
KapTOHHiI kopoOLi enb Al Al BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoBIgHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; ansa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BigNOBIQHOCTI €Bponewicbkin hapmakoner) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
BUpOGHMKa - MogaHHs oHOBNEHOro cepTudikaty
BianosigHocTi €® Ne R1-CEP 2003-218-Rev 05
(3aTtBepmxeHo Ne R1-CEP 2003-218-Rev 04) Ha
A®I Aumnknosip, Big BXe 3aTBEpAXEeHOro
Bupo6Huka Olon S.p.A., ITanis, y 38’a3ky 3
nopasaHHsIM BUpobHUKa iHTepmegaiaTy
XINXIANG WEIDE CHEMICAL CO., LTD.,
China.
22. | BEM®OINA PO34YMH ANS iH eKUin B BAT YropwuHa 360pKa py4ku YropwuHa/ BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a He UA/17528/01/01
nonepegHL0 "lepeoH Ons iH'ekuin, ®paHuis/ 3MiHu | TUny - 3miHun Wwopo peuenmom nionsieae
HanoBHEHI py4ui no PixTep" BTOpPUHHA Benuka 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
75 MO (5,5 mkr)/0,125 ynakoBka, Bputanis (iHWi 3MiHK) 3MiHW BHECEHO B IHCTPYKLi0 Ans
mn; no 0,125 mn [03Bin Ha ME[IMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby
PO34MHY ANS iH'eKLin B BUWMYCK Cepil: Ao po3sginy "Cnocib 3actocyBaHHsA Ta fo3un"
nonepegHb0 BAT "TeneoH BiANOBIgHO A0 OHOBMEHOI iHhopMmaUil Wwoao
HaMoBHEHIW py4Lli B PixTep", 6e3nekn 3aCToCyBaHHS Ail040i PEYOBUHM.
CKIMSAHOMY KapTpuoxi, YropLmHa; BBepneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3 ryMOBO Npo6Koto- BUPOGHULITBO 3aTBEPOKEHHS.
NOpLUHEM i FyMOBUM Hepo3dacoBaHo
LMCKOM 3 i npoaykuii,
antoMiHieBUM nepBuHHA
KOBMAYKOM,

ynakoBKa




12

[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep

n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o

n 3acoby ynakoeka) noceid4yeHHs1
BMIiLLLEHOMY Y PYYKY (kapTpuoxi);

0ns BBEOEHHS; no 1
abo 5, abo 10
nonepegHLo
HanoBHEHMX PYYOK 3
OfHOpPa30BUMM
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTKamu,
NPOCOYEHNMU
cnupToMm (BignoBigHO
1 abo 5 abo 10) B
KapTOHHil kopobui

KOHTPOMb SKOCTI
3a HaCTYMHUMK
nokasHukamm:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles:
Pecicpapm MoH,
dpaHuis;
BMPOBHMLTBO
Hepo3dacoBaHO
1 NpoAyKUii;
nepBuHHa
ynakoBka
(kapTpuoxi);
KOHTPOMb SKOCTI
3a HaCTYMHUMM
nokasHuKamm:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: Cilli
dapmacbioTikan
c Jlimiten,
Benwuka
BpuTaHis;
BUPOGHMLTBO
Hepo3dacosaHo
T npoaykuii,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPOMb SIKOCTi
3a BCimMa
nokasHuKamm
cneundikauii,
okpim Biological
activity
(BionorivHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi))




13 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BAT "T'epgeoH
Pixtep",
YropwuHa
23. | BEM®OJA PO3YMH ANS iH EKUIN B BAT YropwuHa 36opka py4km YropwwuHa/ BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis:  Ba peuernmom He UA/17528/01/02
nonepegHLo "T'eneoH Ons iH'ekuin, ®paHuis/ 3MiHun | Tuny - 3MiHKM Wwopo nionsieae
HanoBHEHIW py4ui no PixTep" BTOpPUHHA Benuka 6e3nekn/eceKTMBHOCTI Ta hapmakoHarnsgy
150 MO (11 wmkr)/0,25 yrnakoBkKa, Bputanis (iHWi 3MiHK) 3MiHK BHECEHO B IHCTPYKLUiO ANs
mn; no 0,25 mn 003Bin Ha MELNYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby
PO34mMHy Ans iH'ekuin B BUNYCK cepii: 0o posginy "Cnocib 3actocyBaHHs Ta 4o3n"
nonepegHbLo BAT "T'epgeoH BiAMOBIAHO 4O OHOBMEHOI iHhbopMmaLlii LWoAo
HanoBHEHIN pyuLi B Pixtep", 6e3nekn 3acTocyBaHHS fil040i PeYOBUHM.
CKNAHOMY KapTpuaxi, YropLmHa; BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3 ryMOBOIO NpobKoto- BMPOBHMLTBO 3aTBEPOKEHHS.
NopLUHEM i FyMOBUM Hepo3dacoBaHo
[OMCKOM 3 I NnpoaykKuii,
anioMiHieBnUM nepBuHHa
KOBMa4KoM, ynakoBka
BMIiLLLEHOMY Y PYYKY (kapTpuoxi);

Ons BBEOEHHs; no 1
abo 5, abo 10
nonepegHLo
HanoBHEHMX PYYOK 3
OfHOpPa3oBUMU
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTkamu,
NpPOCOYEHNMU
crnupToMm (BignoBigHO
1 abo 5 abo 10) B
KapTOHHiI kopobui

KOHTPOMb SKOCTI
3a HaCTYMHUMK
noKasHuKamm:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles:
Pecichapm MoH,
®paHuis;
BMPOBHMLTBO
Hepo3sdacosBaHo
T npoayKuii;
nepBuMHHA
ynakoBka
(kapTpuaxi);
KOHTPOMb SKOCTI
3a HaCTYMHUMKU
nokasHuKamu:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: Cili
dapmachbioTikan
c Jlimiten,




14 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Benwka
BpuTaHis;
BUPOBHMLTBO
Hepo3dgacoBaHO
T npoaykuii,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPOMb SIKOCTI
3a BCiMa
nokasHuKamu
cneumaikauii,
okpim Biological
activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi))
BAT "T'egeoH
Pixtep",
YropuwuHa
24. | BEM®OIA PO3YMH ANS iH EKUIN B BAT YropwuHa 360pKa py4ku YropwwuHa/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/17528/01/03
nonepegHLo "l'eneoH Ons iH'ekuin, dpaHuis/ 3MiHu | TUny - 3MiHKM Wwopo peuenmom nionsieae
HamNoBHEHIN py4ui No Pixtep" BTOpPMHHA Benuka 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
225 MO (16,5 yrnakoBkKa, Bputanis (iHWi 3MiHKM) 3MiHN BHECEHO B IHCTPYKLiO ANS
Mkr)/0,375 mn; no [003Bin Ha MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
0,375 Mn po3ymHy ans BUNYCK cepii: o po3giny "Cnocib 3actocyBaHHs Ta o3un"
iH'ekUin B nonepeaHbo BAT "lepneoH BiZNOBIQHO 10 OHOBMEHOI iHhopMmaLii Wwoao
HaMoBHEHIW py4Lli B PixTep", 6e3nekn 3aCToCyBaHHS Ail040i PEYOBUHM.
CKISAHOMY KapTpuaxi, YropLuHa; BBeaeHHs 3MiH NnpoTsarom 6-tu MicauiB nicns
3 ryMOBOIO NpobKoto- BMPOBHMLTBO 3aTBEPAKEHHS.
NOPLUHEM i FyMOBUM Hepo3dacoBaHo
OMCKOM 3 T npoaykKuii,
anioMiHieBUM nepBuHHa
KOBMa4KoM, ynakoBka
BMIiLLEHOMY Y PYYKY (kapTpuaxi);

Ons BBeAEHHs:; no 1

KOHTPOMb SKOCTI

abo 5, abo 10 3a HaCTYMHUMKU
nonepeaHL0 MoKasHWKaMm:
HaMOBHEHMX PY4OK 3 Bacterial
OfHOpa3oBUMU endotoxins,
ronkamu (BignosigHo 1 Sterility; Visual
abo 5 abo 10) i Appearance;
cepBeTKamu, Visible Particles;
NpoCcCoYeHNMH Sub-visible
cnupToM (BiAMoBigHO Particles:

1 a6o 5 abo 10) B Pecicdapm MoH,
KapTOHHI kopobui PpaHuis;
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[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

BUPOBHMLTBO
Hepo3dacosaHo
T npoaykKuii;
nepBMHHA
ynakoBka
(kapTpuoxi);
KOHTPOSb SIKOCTi
3a HaCTYMHUMK
nokasHUKamu:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: Cili
dapmachbioTikan
c Jlimiten,
Benuka
BpuTaHis;
BUPOBHMLTBO
Hepo3dacoBaHO
i npoaykuii,
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPOMb SIKOCTI
3a Bcima
nokasHuKamm
cneundikauii,
okpim Biological
activity
(BionorivHoi
aKTUBHOCTI) Ta
Sterility
(CrepunbHocTi))

BAT "feueOH
PixTep",
YropwuHa

25.

BEM®OJA

PO34MH ANis iH eKLi B
nonepeaHL0
HaMoBHEHIW py4ui no
300 MO (22 wmkr)/0,5
mn; no 0,5 Mn po3ynHy
ans iH'ekUin B
nonepeaHL0
HaMoBHEHIV py4Li B
CKINSAHOMY KapTpuaxi,

BAT
"leneoH
PixTep"

YropwumHa

360pKa py4ku
Ons iH'ekuin,
BTOPWHHA
yrnakoBkKa,
[03Bin Ha
BUNYCK cepii:
BAT "lepgeoH
PixTep",
YroplwuHa;

YropwwmHa/
®paHuis/
Benwka
Bputanis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | TUnYy - 3miHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK) 3MiHK BHECEHO B iHCTPYKLUIitO Ans
ME[IMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby
0o po3giny "Cnocib 3actocyBaHHs Ta 4o3un"
BiZNOBIQHO 1O OHOBMEHOI iHhopMaLii Wwoao
6e3nekn 3acToCyBaHHS Ail040i PEYOBUHM.
BBegeHHs 3MiH NpoTsirom 6-Tu MicsauiB nicns

3a
peuernmom

He
nidnsieae

UA/17528/01/04
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1

3 ryMOBOIO NpobKoto- BUPOGHMLTBO 3aTBEPOKEHHS.

NOPLUHEM i FyMOBUM Hepo3dacosaHo

OUCKOM 3 T npoaykuii,

antoMiHieBUM nepBuHHa

KOBMAYKOM, ynakoBka

BMIiLLLEHOMY Y PYYKY (kapTpuoxi);

Ons BBegeHHs; no 1
abo 5, abo 10
nonepegHe0
HaMoOBHEHMX PY4OK 3
O[HOpa30BUMU
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTKamu,
NpPOCoYEHNMU
cnmpToM (BignoBigHO
1 a6o 5 abo 10) B
KapTOHHIl kopobui

KOHTPOSb SIKOCTi
3a HaCTYMHUMK
nokasHUKamu:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles:
Pecicdapm MoH,
dpaHuis;
BUPOBHMLTBO
Hepo3dacosaHo
1 NpoAyKUii;
nepBuHHA
yrnakoBka
(kapTpuoxi);
KOHTPOSb SIKOCTi
3a HaCTYMHUMK
nokasHUKamu:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMli
dapmachioTikan
c Nimiten,
Benuka
BpuTaHis;
BMPOBHMLTBO
Hepo3dacoBaHo
i npoaykuii,
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPOSb SIKOCTi
3a Bcima
nokasHuKamm
cneundikauii,
okpim Biological




17 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
activity
(BionorivHoi
aKTMBHOCTI) Ta
Sterility
(CrepunbHocTi))
BAT "legeoH
PixTep",
YropuwuHa
26. | BEM®OIA PO34MH ANs iH eKUi B BAT YropwuHa 360pKa py4ku YropwwmHa/ BHECEHHS1 3MiH JO peecTpaLinHMX maTepianis: 3a He UA/17528/01/05
nonepenHLo "TeneoH Ons iH'ekuin, ®paHuis/ 3MiHun | Tvny - 3MiHmn Wwoao peuenmom nidnsieae
HaMoOBHEHIN pyuLi No Pixtep" BTOpPMHHA Benuka 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
450 MO (33 mkr)/0,75 yrnakoBkKa, BpuTaHis (iHWi 3MiHK) 3MiHK BHECEHO B iHCTPYKLUitO 4ns
mn; no 0,75 mn [03Bin Ha MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby
PO34MHYy Ans iH'ekuin B BUMYCK Cepii: 0o posginy "Cnocib 3actocyBaHHsl Ta 4o3n"
nonepegHbo BAT "TepeoH BiANOBIQHO 4O OHOBMEHOI iHopMaUii Woao
HaMoBHEHIW pyyLi B PixTep", ©e3nekn 3acToCyBaHHS Ail040i PEHOBUHU.
CKNAHOMY KapTpuaxi, YropLlimHa; BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3 ryMOBO NpobKoto- BUPOGHMLTBO 3aTBEPOKEHHS.
NOPLUHEM i FyMOBUM Hepo3dacosaHo
OMCKOM 3 1 NnpoaykKuii,
antoMiHieBUM nepBuHHa
KOBMA4KOM, yrnakoBka
BMIiLLLEHOMY Y PYYKY (kapTpuoxi);

Onsi BBeAeHHs; no 1
abo 5, abo 10
nonepeaHL0
HamnoBHEHMX PYYOK 3
O[HOpPa3oBUMU
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTKamu,
NpOCOYEHNMU
cnupToM (BignoBigHo
1 a6o 5 abo 10) B
KapTOHHiI kopobui

KOHTPOSb SIKOCTI
32 HacCTynHUMU
nokasHUKamu:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles:
Pecicdapm MoH,
®paHuis;
BUPOGHMLTBO
Hepo3dacoBaHo
T npoayKuii;
nepBuHHa
yrnakoBka
(kapTpuaxi);
KOHTPOMb SIKOCTI
3a HacCTynHUMHU
nokasHUKamu:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
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[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

Visible Particles;
Sub-visible
Particles: Cilli
dapmachkioTikan
c limiten,
Benwuka
BpuTtaHis;
BMPOBOHMLTBO
Hepo3dgacoBaHO
T npoaykuii,
nepBuHHa
ynakoBka
(kapTpuoxi);
KOHTPOMb SKOCTI
3a BCiMa
nokasHukammu
cneundikauii,
okpim Biological
activity
(BionorivHoi
aKTMBHOCTI) Ta
Sterility
(CrepunbHocTi))

BAT "F.e,u,eOH
PixTep",
YropwuHa

27.

BEPOTEK®H

aepo3onb J030BaHuN,
100 mkr/iHransuito; no
10 mn (200 iHransyin)
y MeTanesomy
6anoHunKy 3
[03YI04MM KnanaHoM;
no 1 6anoH4nky y
KapTOHHIN kopobLyi

BepiHrep
IHrenbxanm
IHTepHeLHn

mM6X

HimeuumH
a

BepiHrep
IHrenbxanm
dapma MEX i
Ko. KI

HimevuunHa

BHECEHHS1 3MiH O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeaeHHsA abo 3miHM A0 y3aranbHeHWX AaHnX
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHNX AaHVX Npo cucTemy
dapmakoHarnsgy, 3aMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 30iNCHEHHs
dapmakoHarnsaay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi macTep-channa cuctemu
hapmakoHarnsigy) - 3MiHa KOHTaKkTHOI ocobu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
Ykpaini. [itoua pegakuis: MNonisyak OneHa
BiktopieHa. NponoHoBaHa peaakuis: Yymak
ApTem BonogmmmnpoBuy. 3miHa KOHTaAKTHUX
AaHNX KOHTaKTHOT 0cobu 3asiBHWKa,
BignosiganbHoI 3a dhapmMakoHarnsg B YkpaiHi

3a
peuenmom

UA/3123/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
28. | BIOBEH PO34MH Ans iHGY3in TOB YkpaiHa TOB YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/14526/01/01
MOHO® 5%, no 25 mn, 50 mn "BIOPAPMA "BIOPAPMA 3MiHu | Tuny - 3miHu 3 skocTi. ADI. peuernmom
abo 100 mny MNA3MA" MNA3MA", Bupo6HuLTBO. 3MiHM BUNpobyBaHb abo
cnakoHi; no 1 YkpaiHa [OMYyCTUMUX MeX Y npoueci BUpobHuutea Ad,
dnakoHy y nayui 3 (BpOGHULTBO, LLIO BCTAHOBMEHi y cneundikauisx (4ogaBaHHA
KapTOHY nepBUHHE Ta abo 3amiHa BUNpobyBaHHs 3a pesynbTatamu
BTOPUHHE pocnimpkeHb 3 6e3nekn abo skocTi) - 3amiHa
nakyBaHHs, BUNpoByBaHHs «3aranbHui 6inok» Ha
BUMYCK Cepin; BUNpobyBaHHsA «Po3nogin monekyn 3a
KOHTPOIb po3MipoMy, y cneuudikauii NpoMixKHOro
SIKOCTI) npoaykty «ocapg dpakuii ll+lll», 3 BignoBigHum
KpUTEpIEM NPUAHATHOCTI. 3aTBEPOKEHO:
BaranbHui 6inok: He meHwe 15%.
3anponoHoBaHo: Po3nogin monekyn 3a
po3mipoM: Cyma nnouy nikieB MOHOMepy Ta
OvMepy Mae CTaHOBUTU He MeHLwe 50% cymu
nnoLy ycix nikis
29. | BIOBEH PO34MH Ans iHGY3in TOB YkpaiHa TOB YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: - - UA/14527/01/01
MOHO® 5%, in bulk: no 25 mn "BIO®APMA "BIO®APMA 3MiHu | Tuny - 3miHK 3 sikocTi. ADI.
y donakoHi; no 96 MNA3MA" MNTA3MA", Bupo6HuuTBO. 3MiHM BUNpobyBaHb abo
cbnakoHiB y rpynosin YkpaiHa [OMyCTUMUX MeX Yy npoueci BupobHuutea Ad,
Tapi; in bulk: no 50 mn (BMPOGHULTBO, LLIO BCTAHOBIEHI y crneumdikaLisx (4ogaBaHHs
y donakoHi; no 56 nepBuHHE Ta abo 3amiHa BMNpobyBaHHs 3a pesynbTaTtamu
cdnakoHiB y rpynosii BTOPUHHE pocnimpkeHb 3 6e3nekn abo skocTi) - 3amiHa
Tapi nakyBaHHs, BUNPOOYyBaHHS «3aranbHui 6inok» Ha
BUNYCK cepin; BuUNpobyBaHHsa «Po3nogin monekyn 3a
KOHTPOMb po3MipoMy, y cneumdikauii N(POMiKHOro
AIKOCTI) npoaykty «ocap dpakuii ll+ll1», 3 BignosigHum
KpUTepiem NpUHATHOCTI. 3aTBEpAXKEHO:
BaranbHuii 6inok: He meHwe 15%.
B3anponoHoBaHo: Po3nogin monekyn 3a
posmipomM: Cyma nnoLy nikis MOHOMepy Ta
OvMepy Mae CTaHoOBUTU He MeHLe 50% cymu
nnowy ycix nikis
30. | BIOTEBAN Tabnetkn no 5 mr, no dapmanesT Monbwa dapmaleBTUYHU Monbwa BHECEHHS 3MiH JO peEeCTpaLiiHUX MaTepianis: be3 - UA/18951/01/01
30 Tabnetok y WYHWUIA 3aBOg 1 3aBog 3MiHu | TUny - 3miHu 3 akocTi. CepTudikat peuenma
6nictepi; no 1,2 a6o 3 | "MONb®AP "MONb®APMA" BignosigHocTi/l'E-cepTudikat BignosigHoCTi
GnicTepn y KapTOHHil MA" C.A. C.A. €Bponevicbkin dapmakonei/moHorpadii.

KopoobLi

MopaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BigNoBIgHOCTI €BponeWichkin hapmakonei: Ans
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NPoaykKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHULTBI ADI; ans
[OMNOMiXXHOT peqyoBuHU (cepTudikat
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBneHn cepTudikat Big, y>xe 3aTBEpAXEHOro
BMPOOHMKa - NoAaHHSA OHOBMNEHOro cepTudikaTta
BignoBigHocTi €Bponeinchkii papmakonei R1-
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
CEP 2001-405-Rev 04 ans gjto4oi pe4oBuHU
6ioTWH Bif yxe 3aTBepAXeHoro BUpobHka DSM
NUTRITIONAL PRODUCTS LTD.
3arBepmkeHo: R1-CEP 2001-405-Rev 03.
3anponoHoBaHo: R1-CEP 2001-405-Rev 04
31. | BIOTEBAN Tabnetku no 10 mr, no dapmanesT Monblwa dapmaueBTUYHU Monbwa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 - UA/18951/01/02
15 TabneTtok y W4HWIA 3aBOg 1 3aBog 3MmiHun | Tuny - 3minHm 3 sikocTi. CepTudikaT peuenma
GnicTepi; no 2, 4 abo 6 "TIONb®AP "MONb®APMA" BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
GnicTepiB y KapTOHHIN MA" C.A. C.A. €Bponeickkin thapmakonei/MoHorpadii.
kopobui; no 20 MogaHHA HoBoro abo oHoBneHoro cepTudikara
TabneTok y bnictepi, BianosigHocTi abo BMNyYeHHsi cepTudikaTta
no 6 Gnictepis y BignoBigHoOCTI €BponeWchkin hapmakonei: ans
KapTOHHIl kopobui A®Il; ansa BuxiaHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI pevoBUHM (cepTudikaT
BiQNOBIQHOCTI €Bponewcbkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y>xe 3aTBEpAXEHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BignoBigHOCTI €Bponencoki hapmakonei R1-
CEP 2001-405-Rev 04 ans gito4oi pe4oBuHM
GioTUH Big yXxe 3aTBepaxeHoro BupobHuka DSM
NUTRITIONAL PRODUCTS LTD.
3arBepmkeHo: R1-CEP 2001-405-Rev 03.
3anponoHoBaHo: R1-CEP 2001-405-Rev 04
32. | BOM-BEHIE Masb, Mo 25y MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes nidnszae UA/7622/01/01
MA3b KOHTeWHepax dapmauesT dapmaueBTU4Ha 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenma
nnactmacosux; no 20 nyHa abpvika nikapcbkui 3aci6. Cuctema
rytybax; no20ry dabpuka "Biona" KOHTeNHep/3akynoproBanbHuii 3aci6. 3miHa y
Ty6i; no 1 Ty6i y navui "Biona" NEepPBUHHIN yNakoBLji FOTOBOrO NikapCbKoro

3 kapToHy; no 20 r abo
no25rabono30ry
Ty6ax namiHaTHUX; nNo
20 r abo no 25 r abo
no 30 r y TyGi
namiHatHin, no 1 Ty6i
y nayuij

3acoly (AKiCHWMI Ta KinbkicHWIA cknag) - M'ski Ta
HecTepuribHI pigKi nikapcbki hopmu — BBEAEHHSA
popaTkoBumx ynakosok no 20 r,no25rtano 30 r
y Ty6ax namiHaTHux 3 6ywoHamu Tuny ABL y
nayui Ta 6e3 nayku, 3 BigNoBiAHNMN 3MiHAMKN OO0
p. «YnakoBka». 3MiHW BHeCEHI B po3in
"YnakoBka" B IHCTPYKLUIilO ANS MeAUYHOro
3acTOoCyBaHHS NikapCbKoro 3acoby y 3B'3Ky
BBEeAEHHAM 6 J0AaTKOBMX YNaKoBOK, K
HacnifoK - 3aTBepAXKEHHsI TEKCTY MapKyBaHHSI
[0[AaTKOBMX YMAKOBOK MiKapCbKoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
PO3Mipy YNaKoBKW roTOBOrO flikapCbKoro 3acoby
(3miHa macw/o6'eMy BMICTy KOHTeNHepa
6araTof030BOro nikapcbkoro 3acoby Ans
HenapeHTepanbHOro 3actocyBaHHs (abo
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Kpaina
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Homep
peecmpayiliHo2o
noceid4yeHHs1

04HOJ030BOr0, YaCTKOBOIO BUKOPUCTAHHS)) —
BBEJEHHS 4OAaTKOBOro po3Mipy ynakoBku, a
came no 30 r y Ty6ax namiHaTHux 3 ByLioHamm
Tvny ABL y nayui abo 6e3 nayku, 3
Bi4NOBIgHNMY 3MiHaMy o p. «YnakoBka» MKA
J13. 3miHn BHeceHi B po3ain "Ynakoska" B
iHCTPYKLUIil0 ANs MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y 3B"3Ky 3i 3MiHOIO 06'eMy
BMICTY KOHTENHepa, sK HacnigokK -
3aTBEPKEHHS TEKCTY MapKyBaHHSA 40AaTKOBUX
PO3MipiB ynakoBkyu Nikapcbkoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPOKEHHS.

33.

BPAYHOOUH

PO3YMH HALLKIpHWN,
7,5%, no 100 mny
nonieTMneHoBnx
dnakoHax; no 250 mn
y NonieTuneHoBmnx
cbnakoHax 3i cnpen-
Hacocowm, no 20
(bnaKkoHiB y KapTOHHIN
KopobLUi

B. BpayH
Menb3yHreH
Al

Himeuumn
a

B. BpayH
Megnikan AT,
LLisenuapis
(BpPOBHMLTBO
"in bulk",
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOrb cepii);
B. BpayH
Menb3yHreH Arl',
HimeuwunHa
(Bunyck cepii)

LLseninapis/
HimevuunHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHKM Wwopo
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHUX
npo cuctemy dapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
BiANOBiganbHOI 3a 34INCHEHHS
hapMakoHarnagy; KoHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHsI
chapmakoHarnagy B YkpaiHi, SKLWO BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-chaina cuctemu
dapmakoHarnagy) 3miHa ynoBHOBaXeHoi ocobu
3asiBHMKa, BignoBiganeHoi 3a hapMakoHarnsag.
[itova pepakuis: Dr. Marco Junginger.
MponoHoBaKra pepakuis: Mankn Mapuunep /
Michael Marschler. 3miHa KOHTaKTHUX JaHUX
YMNOBHOBaXeHOI 0cobY 3asBHMKa,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHOI 3a
dapmakoHarnag B YkpaiHi. [itoua pegakuis:
JlebeanHeub €nm3aseta PomaHiBHa.
[MponoHoBaHa pepakuis: Muxanntok MapuHa
CraHicnasiBHa. 3MiHa KOHTaAKTHUX JaHUX
KOHTaKTHOT 0cobu 3asiBHUKA, BianosigansHoi 3a
dapmakoHarnag B Ykpaii.

be3
peuenma

UA/18496/01/01

34.

BEPUMOHION
HY TAPTPAT

NOpOLLIOK (cy6cTaHLUist)
B NakeTax NoaBifHUX
nonieTuneHoBux s
apmaLeBTUYHOIO
3aCTOCyBaHHs

AT
"®apmak”

YkpaiHa

LleHTayp
dapmaceyTikans
Mpisat NimiTeq

IHAis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu [l TUny - 3miHm 3 gxkocTi. A®I. (iHwWi 3MiHW)
oHoBreHHs Bepcii AM® APl BpumoHignHy
TapTpaT, BupobHuuTBa Centaur Pharmaceuticals
Private Limited, India 3 DMF EP AP April 2018
Ha DMF EP AP January 2021.

UA/17928/01/01

35.

BPIOHIT®

Kpanni OYHi, pO34uH No

AT

YKpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

3a

UA/17935/01/01
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aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

5 mn y chnakoHi; no 1
abo 3 cnakoHu y
navui

"dapmak”

3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPoOyBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAXeHNX meTodax
BUNpobyBaHHs) 3MiHa y 3aTBEpAXEHNX MeTo4ax
BUNpobyBaHHs 3a n. «CynpoBigHi AOMiLLKM
Tumonony» (3MiHEHO NPUrOTYBaHHSA PO3YUHY
nopiBHsIHHS (b)y 3B'sI3KY 3i 3MiHOIO cknagy
cTaHgapTHoro 3pasky (C3) Tumornony ans
npugaTtHocTi cuctemun EP CRS; gogaHo nopsigok
NPUroTyBaHHS PO34NHY NOPIBHSIHHA (b) 3rigHo
3MiHEHWUX CTaHOapTHMX 3pa3kiB; 3MiHa NoB’si3aHa
nuLe 3 yTOYHEHHSIM NPUTOTYBAHHSI PO3YMHY
NopiBHsIHHS (b), SIKUA BUKOPUCTOBYETLCS 4115
OLHKM NpnAaaTHOCTI XxpomaTtorpadivyHoi cuctemu,
XOQHMX 3MiH B yMOBax XpomarorpadyBaHHs,
KOHLIEHTPAL|isiX PO34MHIB, L0 BUKOPUCTOBYOTHCS
Onsi po3paxyHKy BMICTY AOMILLIOK, Ta
HOPMYBaHHIO BMICTY AOMILLIOK He Bigbynocs,
ofHak 6yno BUny4eHO MOCUmaHHs Ha SKiCTb
CTaHOapTHMX 3paskiB B MeTodax koHTponto M3;
iHdbopMmaLis Woao AKOCTi CTaH4APTHUX 3paskiB,
LLIO BUKOPUCTOBYIOTLCS NpY aHanisi cybcTaHuii
HaBegeHa B po3aini 3.2.P.6 peectpauiiHoro
aocbe). 3minm Il Tuny - 3miHm 3 gkocTi. API. (iHwwi
3MiHKn) OHoBneHHs DMF A®| 6puMoHianHy
TapTtpaty (3 Bepcii EP AP, April 2018 Ha Bepcito
EP AP, January 2021) BupobHuka A®I «Centaur
Pharmaceuticals Private Limited, IHgis».

peuernmom

36.

BPOHXO
BEOA MNItOC

cupon no 100 mny
cdnakoHax; no 1
rakoHy 3 MipHUM
KOBMAYKoM y
KapTOHHIN kopobLyi

€Bpo
TNandkep
N1

Benuka
BpuTtaHisa

NAT
"Ximdapmsasog
"YepsoHa 3sipka"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
YTOYHEHHS1 peecTpauifiHoi npoueaypv B
Haka3si MO3 Ykpainu Ne 387 Big 25.02.2023 -
3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HariMeHyBaHHA Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTpaLiHOro NocBiAYeHHs) - 3MiHa
agpecw 3asiBHuKa. 3MiHu | Tuny - 3miHu woao
6e3neku/edeKTUBHOCTI Ta hapmakoHarnsagy
(iHwi 3miHK) - 3MiHN BHECeHO B TeKCT
MapKyBaHHA NepBUHHOI YNaKOBKW, a came:
BUITyYeHHS iHopmauii Woao 3asBHUKA
(nyHKT 5) Ta BHeceHHs iHhopMaLii wopao
KOMNaHii, Wo 3AiMCHIOE MapKEeTUHT (MYHKT 6).
3MiHN BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
yNakoBKW, a came: BUny4eHHs iHdopmadii woao
3asiBHUKA (MYHKT 11) Ta BHECEHHs1 iHdopmaLii
LLI0A0 KOMMaHii, Lo 3AiNCHI0E MapKETUHT (MYHKT
17). TepMmiH BBEAEHHS 3MiH NPOTArom 6 micsuiB
nicns 3aTBepmXEHHS.

be3
peuenma

UA/5141/01/01




[IponoBkeHHs 1oaarka 3

23
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
37. | BYOECOHIO cycneHsisa gns ACTPA3EH Lseuis BUPOBHMUTBO, LBeuis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/19102/01/01
ACTPA3EHE posnunenHs, 0,25 EKA Ab KOHTPOMb SKOCTI 3Mminu | TUny - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa peuenmom
KA Mr/mMn no 2 mn B Ta BUNYyCK cepii: HaviMeHyBaHHs1 Ta/abo agpecu Micus
KOHTENHepi; no 5 AcTtpa3eHeka NPOBaKeHHN AisrnibHOCTI BUPOOHMKa
KOHTEWHepiB y AB, WBseuis (Bkntoyaroun, 3a HeobxigHOCTI, Micue
KOHBEpTI; no 4 KOHTPOIb SKOCTi: npoBeAeHHs! KOHTPOTIO sIKOCTi), abo BnacHWka
KOHBEPTWN Y KapTOHHIN AcTtpa3eHeka macTep-canna Ha A®l, abo nocTayanbHuKa
KopobLi AB, WBseuis Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoayKTy, L0 3aCTOCOBYIOTLCS Y BUPOOHULTBI
A (KO 3a3HAYEHO Y [OChE Ha NikapCbKkui
3acib) 3a BigcyTHOCTi cepTudikarta BiANOBiAHOCTI
€BponeickKii hapmakonei y 3aTBepaKeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y AOCHE)
ApMmiHicTpaTuBHa 3MiHa NOLLTOBOrO iHAEKCY 6e3
3MiHW (PaKTUYHOTO MiCLe3HaXOOXKEHHS
BMPOGHMKa Aitoyoi pevoBuHn Actpa3eHeka Ab
(Forskargatan 18) Ta Actpa3eHeka Ab
(Gartunavagen), y 3B'a3ky 3actocyBaHHs EMA
npasuna Banigauii AaHvx, sike nepegbavae
BMKOPUCTaHHS reorpadiyHoro nowToBoro
iHOekKcy.
38. | BYAECOHIO cycneHsia ans ACTPA3EH LLseuis BUPOBHMLTBO, LLseuis BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a - UA/19102/01/02
ACTPA3EHE po3nunenHs, 0,5 EKA Ab KOHTPOSb AKOCTI 3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
KA Mr/mMn no 2 mn B Ta BUMYCK Cepii: HaviMeHyBaHHs1 Ta/abo agpecu Micus
KOHTeNHepi; no 5 AcTtpa3eHeka NPOBaXXEHHS AiANbHOCTI BUPOOHMKA
KOHTeNHepiB y AB, lBeuis (Bkntovaroum, 3a HeobxigHOCTI, Micue
KOHBEpTI; no 4 KOHTPOIb SIKOCTi: NpoBeAEHHS! KOHTPOIIO sIKOCTi), abo BNacHWka
KOHBEPTW Y KapTOHHIW AcTtpa3eHeka mactep-darnna Ha Ad|, abo noctayanbHuKa
KopoobLi AB, LBeuis Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoayKTy, L0 3aCTOCOBYHOTLCS Y BUPOOHULITBI
A (AKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKnii
3acib) 3a BigcyTHOCTI cepTudikaTa BianoBigHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCHE)
AnMiHicTpaTMBHa 3MiHa NoLWTOBOrO iHAEKCy 6e3
3MiHM haKTUYHOTO MiCLIE3HaXOOKEHHSA
BMpOGHMKa aitoyoi pevoBuHu AcTpa3eHeka Ab
(Forskargatan 18) Ta Actpa3eHeka Ab
(Gartunavagen), y 3B'a3Kky 3actocyBaHHs EMA
npaBuna Banigauii AaHux, sike nepegbavae
BMKOPUWCTaHHS reorpadiyHoro noLToBoro
iHOgekcy.
39. | BA3AP A TabneTku, BKPUTI TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a - UA/16612/01/02
NNiBKOBOIO YkpaiHa» OynHuus AT 3MiHu | TUny - 3miHu 3 skocTi. CepTudikat peuenmom
obonoHkot, no 5 BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
Mr/160 mr no 7 €Bponeiicbkin dapmakonei/MmoHorpadii.
Tabnetok y 6nictepi; [MogaHHa HoBoro abo OHOBMEHOrO cepTudikaTta
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 2 abo 4 6nictepny BignoBigHoCTi abo BUNy4YeHHs cepTudikata
kopobuj; no 10 BiANoOBIiAHOCTI €Bponencokiv hapmakonei: Ans
Tabnetok y 6nictepi; A®I; onsa BuxiaHoro
no 3 abo 9 GnicTepi y maTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
KopobLi BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; Ans
[OMOMDKHOI peqoBUHM (CepTudikaT
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaAXXeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
CEP 2015-140 - Rev 00 (3atBepaxeHo: RO-CEP
2015-140 - Rev 01) ans A®l amnoguniHy
Gecunarty Bif BXe 3aTBEpAKEHOro BUpobHUKa
Cipla Limited, India.
40. | BASAP A TabneTkn, BKPUTI TOB «TeBa YkpaiHa BankaHtapma- Bonrapis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/16612/01/03
NniBKOBOKO YkpaiHa» OynHuus AT 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT peuenmom
obornoHkoto, no 10 BignosigHocTi/E-cepTudikaTt BianoBigHOCTI
Mr/160 mr no 7 €Bponeiickkin hapmakonei/MoHorpadii.
TabneTtok y Gnictepi; MogaHHA HoBoro abo oHoBReHoro cepTudikara
no 2 a6o 4 6nictepu 'y BigNoBIgHOCTI abo BUNy4YeHHs cepTudikarta
kopobui; no 10 BignoBigHOCTI €BponeWchbkin hapmakonei: ans
TabneTtok y Gnictepi; A®I; ansa BuxiaHoro
no 3 abo 9 bnicTtepis y matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
Kopobui BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BigNOBIQHOCTI €Bponewichbkin hapmakoner) -
OHoBneHW cepTudikaT Bif ye 3aTBepaKEHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikata
BiAnNoBigHOCTI €Bponencoki papmakonei Ne R1-
CEP 2015-140 - Rev 00 (3aTBepaxeHo: RO-CEP
2015-140 - Rev 01) ansa A®l amnoguniny
becunarty Bif BXe 3aTBepAXeHOro BUpobHuKa
Cipla Limited, India.
41. | BASAP A TabneTkn, BKpUTI TOB «TeBa YkpaiHa BankaHdpapma- Bonrapis BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3a - UA/16612/01/01
NniBKOBOO YkpaiHa» OynHuus AT 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenmom

06osoHKoto, no 5
Mr/80 mMr no 7
TabneTtok y bnictepi;
no 2 a6o 4 6nictepu y
kopo6ui; no 10
Tabnetok y 6nictepi;
no 3 abo 9 6nicTepis y
KopoOGLi

BignosigHocTi/l'E-cepTudikat BignosigHoOCTI
€Bponevicbkinn apmakonei/MmoHorpadii.
MogaHHA HoBoOro abo oHoBreHoro cepTudikara
BignoBigHocCTi abo BUny4eHHs cepTudikata
BignoBigHOCTi EBponeichkii hapmakonei: ans
A®I; onsa BuxiaHoOro
maTepiany/peareHTy/npoMiKHOrO NPoaykKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOGHMUTBI ADIl; ans
[OMOMIXXHOT peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBneHun cepTudikaT Bif yke 3aTBepaKeHOro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikara
BignoBigHocTi EBponencokii papmakonei Ne R1-
CEP 2015-140 - Rev 00 (3atBepmxeHo: RO-CEP
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
2015-140 - Rev 01) ansa A®l amnoguniHy
Gecunarty Bifg BXe 3aTBEpOKEHOro BUPOOHMKa
Cipla Limited, India.
42. | BAPIBAKC NMOPOLLIOK Ta Mepk Wapni | Lsenuapi Brpo6HuuTBO, CLIA/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/19665/01/01
BAKLMHA PO3UYNHHUK AN Hoym IOEA A nepBuHHe Hinepnanau 3MmiHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom
onsa CycneHsii ans iH'exuin meX nakyBaHHs Ta HaiMeHyBaHHs1 Ta/abo agpecu Micus
MPO®INAKT 1 dpnakoH 3 nopoLukom aHaniTnyHe NpoBaKEHHS AissNbHOCTi BUPOBHMKa
UKH (1 posa) B komnnexTi 3 TeCTyBaHHs (Bkntoyvaroun, 3a HeobxigHOCTI, Micue
BITPSAHOI 1 conakoHom 3 BaKUMHU: NPOBEAEHHS KOHTPOIO SKOCTi), abo BnacHuka
BICIU XKUBA | po3unHHUKOM (BOZa Mepk Lapn i macTep-canina Ha A®Il, abo nocTayanbHuka
ATEHYNOBA | ans inekuijit) B Ooym JINC, Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
HA KapTOHHIl kopobui CWA NPOAYKTY, O 3aCTOCOBYOTLCS Y BUPOOHULITBI
Mepk Wapn i A®I (sKLLO 3a3HAYEHO Y AOCLE Ha NiKapCbKuii
Hoym JNC, 3acib) 3a BigcyTHOCTI cepTudikaTa BiANOBIAHOCTI
CWA €BponeickKii hapmMakonei y 3aTBepaKeHoMy
MapkyBaHHs nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
nepBUHHOIO PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) 3MiHa
nakyBaHH4, Ha3BW BUPOBHMYOI AiNsHKM BiaAnoBiganbHoi 3a
BTOPUHHE BUPOBHMUTBO Ta KOHTPOSb SKOCTI Aitoyoi
nakyBaHHs Ta peyosuHu Varicella 3 Merck Sharp & Dohme
[03Bin Ha Corp., 770 Sumneytown Pike, West Point,
BUNYCK cepii Pennsylvania 19486, USA.Ha Merck Sharp &
BaKUMHM Ta Dohme LLC 6e3 3miHu agpecu. TepmiH
PO3YMHHUKA: BBEAEHHSA 3MiH NpOTAroM 6 micauis nicns
Mepk Wapn i 3aTBepAKEHHS. 3MiHu | TNy - AaMiHicTpaTUBHI
Ooym B.B., 3MiHW. 3MiHa HariMeHyBaHHs Ta/abo agpecu
Higepnanaun Micusi NpoBaKeHHS AiNbHOCTI

BUPOGHYMKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMoYa4m AinbHuLi BUNnycky cepii abo
MicLie NPOBEAEHHS KOHTPOIO SIKOCTI.
(misnbHicTb, 3a sy Bignosigae
BMPOGHMK/iIMNOPTEP, HEe BKIMOYaYM BUMYCK
cepiit) 3miHa Ha3BM BUPOBHUYOI OiNsHKN
BiANoBiganbHoi 3a BUPOGHULTBO, NEPBUHHE
nakyBaHHsi Ta TECTYBaHHS FOTOBOIO NiKapCbKOro
3acoby Bapiakc. 3miHn BHOCATLCSA A0
PeecTpauinHoro nocsigyeHHs Ta MKA. TepmiH
BBEAEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBepOKeHHs. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MicUsi NPOBaKEHHS AiNbHOCTI
BUPOGHWKa/iMnopTepa roToBOro NikapCbkoro
3acoby, BKMoYa4m AinbHuL BUnycky cepii abo
MicLie NPOBEAEHHS KOHTPOSO SKOCTI.
(misnbHicTb, 3a siky Bignosigae
BMPOGHMK/iIMNOPTEp, HE BKIOYaUM BUMYCK
cepin) 3miHa Ha3By BUPOBHUYOT OiNSHKM
BiANoOBiganbHOI 3a BUPOGHULTBO, NEPBUHHE
NakyBaHHS Ta TECTYBaHHS TOTOBOIO MikapCbKoro




26 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3acoby BapiBakc. 3MiHN BHOCATLCS 40
PeectpauinHoro nocsigveHHs Ta MKA. Tepmin
BBeAEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBEPOKEHHS.
43. | BITAMIH C TabneTku xyBarnbHi No MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/16251/01/01
500 500 mr, no 10 "Ximcpapmaa "Ximchapm3aasog TexHiyHa nomunka (3rigHo Hakasy MOS Big peuenma
AMENbCUHO | tabnetok y bnicTepi; BOA "YepsoHa 3ipka" 23.07.2015 Ne 460) BunpaBneHo TexHi4Hy
BUN no 2 a6o no 10 "YepsoHa NMOMWIIKY Y TEKCTi MapKyBaHHSA BTOPUHHOI
GnicTepiB y nayui 3 3ipka" ynakoBku (nadka Ne24) nikapcbkoro 3acoby:
KapToOHy; no 12 3areepoxeHo: 4. JIIKAPCbKA ®OPMA TA
TabneTok y bnictepi; KIJTIbKICTb OONHULIb B YIMAKOBLLI 24
no 2 Gnictepu y nayui TabneTok XyBarnbHUX. 3anponoHOBaHoO: 4.
3 KapTOHY JIKAPCBbKA ®OPMA TA KINIbKICTb OAMHWLb
B YIMAKOBL|I 24 TabneTku XyBarbHi.
3a3HaueHe BUNpaBrieHHst Bignosigae
MaTepianam peecTpauifiHoro 4ocke
44. | TACTPUTON Kpanni opanbHi, no 20 AnbneH HimeyvumH Op. lNyctas Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/17807/01/01
mn abo no 50 mn, abo dapma a Knsiin M'mbX & 3miHa 3asiBHuKa J13 (MIBIT) (BnacHuka peuenma
no 100 mn y donakoHi 3 mbX Ko. KI' peecTpaLiiHOro NOCBiAYeHHs) (3rigHO Hakasy

KpanernbHuueto; no 1
(bnakoHy y KapTOHHIN
KopobLi

MOS Big 23.07.2015 Ne 460): 3miHn BHecCeHi B
TEKCT MapKyBaHHS yNaKoBKM NikapcbKkoro 3acoby
OO0 3MiHM 3asiBHUKA (BNacHUKa peecTpanHoro

noceigyeHHs). 3miHn | Tuny - 3MiHKn Woao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.

BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHUX

npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHVX AaHnX Npo cucTemy
cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHsI
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapmakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-chaina cuctemu
dapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXeHOi 0cobu 3asBHMKa,
BiANOBiAanNbHOI 3a 34INCHEHHS
hapmakoHarnsigy. 3miHa KOHTakTHOI ocobu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. [itova pegakuisi: BonteHko AHTOH
[eoprinoBuy. NponoHoBaHa peakuis: byask
OnekcaHgpa CepriiBHa. 3MiHa KOHTaKTHUX
[AaHNX KOHTaKTHOI 0cObU 3asiBHMKA,

BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.

3MmiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNIbHOCTI 3

dapmakoHarnsgy. 3miHa micLe3HaxogKeHHs

MacTep-haina cuctemy papmakoHarnsgy ta
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
0ro Homepa.
45. | TEMUUTABIH | koHueHTpaT ans Akkopg, Monbwa Bupo6HuuTBO, IHgis/ BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a He UA/17799/01/01
AKKOP[ PO34mHy Ans iHdY3in, Xenckea KOHTPOIb SKOCTI, Benuka 3MiHuM | TUNy - 3MiHK 3 akocTi. FoToBUIA peuenmom nidnsieae
100 mr/mm; mo 2 mn Moncka Cn. nepBuHHe Ta Bputanis/ nikapcbkuin 3aci6. CtabinbHicTb. 3miHa y
(200 wmr), 10 mn1 (1000 3.0.0. BTOPUHHE YropwwuHa/ TepMmiHax npuaaTtHocTi abo ymoBax 36epiraHHs
mr), 15 mn (1500 mr), nakyBaHHsi: Manbta/ roTOBOrO NiKapcbKoro 3acoby (36inbLueHHs
20 mn (2000 mr) y IHTac ITanisa TEepMiHy NpMAATHOCTI FOTOBOIO MiKapCbKOro

cdnakoHi; no 1
(PnakoHy y KapTOHHIN
navui

dapmachbioTikan
c limitea, IHais
Bupo6HuLTBO,
KOHTPOIb SKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi:
IHTac
dapmachkioTikan
c Jlimiten, IHais
BTopuHHe
nakyBaHHs:
Axkopp Xenckea
Nimiten, Benuka
BputaHia
BignoeiganbHuii
BUMYCK Cepil:
Akkopa Xenckea
TimiTen, Benuka
BpuTaHis
KoHTponb fkocTi
cepii:
BeccniHr
XaHrepi K.,
YropwuHa
KoHTponb fkocTi
cepii:
AcTpoH Pe3bopy
Nimiten, Benuka
BpuTaHis
KoHTponb sKocTi
cepii:
dapmagokc
Xenckea J14.,
ManbTta
KoHTponb sikocTi
cepii:
JIABAHANIBIC
C.P.J1, Itanis
KoHTponb sKkocTi
cepii:
SAPMABANIAQ

3acoby) - [1nsi TOproBoi ynakoBKu
(nigTBEPOXYETLCA AaHMMU peanbHOro vacy).
36inbLleHHa TepMiHy npuaaTtHocTi J13 3 2 pokis
A0 3 pokiB, LLO NiATBEPAKYETLCS AaHUMM
peanbHOro Yacy. 3MiHM BHECEHI B iIHCTPYKLIi0
ONst MEAMYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby y po3gin "TepMiH npuaaTHocTi".
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPOKEHHS.
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[IponoBkeHHs 1oaarka 3

Ne Hasea ®dopma sunycky 3asisHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ITa.,
MikpobionoriyHa
JlabopaTopis,
YropwuHa
46. | TEHTOC® Tabnetku no 20 Pixapa ABcCTpis Pixapg BitTHep AscTpis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/10026/01/01
Tabnetok y 6nictepi; BitTHep Al Al 3MinHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenma
no 1, 2 abo 3 6nictepmn nikapcbkuit 3aci6. 3MiHM y BUpoBHUUTBI. 3miHa
Y KapTOHHil kopobui iMnopTepa/amiHu, Lo CTOCYIOTLCS BUNYCKY cepii
Ta KOHTPOJSIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gogaBaHHA OiNbHULI, Ha
SAKIN 30IACHIOETBCS KOHTPONb/BUNPOBYBaHHS
cepii)
[oJaBaHHA 40 maTepianiB peecTpauiiHoro
Aocbe, posginy 3.2.P.3.1. BupobHuk(v) AinbHuui,
Ha Skl 34iNCHI0ETECA MIKpOBionorivHMn
KOHTPOSb/TECTYBaHHS NapTili FOTOBOrO
nikapcbkoro 3acoby MPL Mikrobiologisches
Pruflabor GmbH, Grabenweg 68 6020
Innsbruck, Austria.
47. | TEPBIOH® cupon, 7 mMr/mn, no KPKA, o.4., CnoseHis BMPOGHMK, CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/12176/01/01
cupPon 150 mn cupony y Hoso mecto BianosiganbHUin 3MiHu | Tuny - 3MiHKM Wwopo peuenma
NNIOLWA dnakoHi; no 1 3a BUPOOHMLTBO 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
dnakoHy pasom 3 "in bulk", (iHWi 3MiHKM) 3MiHK BHECEHO B IHCTPYKLUIiO ANS
NnacTUKOBOK MIPHOIO nepBuHHe MeAMNYHOro 3aCTOCyBaHHS NikapCbkoro 3acoby
TIOXKOIO B KAPTOHHIN nakyBaHHs Ta Ao po3ginis "®apmakonoriyHi BnactneocTi"
Kopoo6uLi BTOPUHHE (yTouHeHHs), "MpoTtunokasaHHs", "OcobnmsocTi
nakyBaHHS, 3acTocyBaHHs", "3acTocyBaHHs y nepioa
KOHTpOrb cepii: BariTHocTi abo rogyBaHHA rpyaa” (6esneka),
KPKA, a.4., "3QaTHICTb BNNMBATKU Ha LWBWUAKICTb peakuii npu
HoBo mecTo, KepyBaHHi aBTOTpaHCMOPTOM abo iHWMMK
CnoBeHis mexaHiamamu", "Cnocib 3actocyBaHHs Ta fosun"
BMPOGHMK, (6esnexa), "Oitn" (6esneka), "MNepeno3ysBaHHs",
BigNoBiganbHUN "Mob6iuHi peakuii" BigNoOBiAHO O OHOBMEHOT
3a KOHTpOnb Ta iHcpopMmalii 3 6e3nekn 3acTocyBaHHs Aito4oi Ta
BUNYCK cepii: AOMOMDKHMX PEYOBUH Nikapcbkoro 3acody. Ak
KPKA, a.4., Hacnigok, 3MiHU BHECEHi B TEKCT MapKyBaHHS
HoBo mecTo, BTOPWHHOI YNakoBku B N.15 (yTOYHEHHS
CnoBeHis CTOCOBHO 3aCTOCyBaHHs AiTam). BBeaeHHs 3MiH
BMPOGHMUK, NPOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
BigNoBiganbHUN 3MmiHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
3a KOHTPOIb koay ATX - 3MiHN BHECEHO [0 IHCTPYKUiT Ans
cepii: ME[IMYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby
HN30X 0o posginy "®apmakotepanesTuyHa rpyna. Kog
(HauioHanbHi ATX" BignoBigHO A0 MiXXHAapoaHOro

nabopartopis 3a

34paB’e, OKomne
iH XpaHo),
CnoBeHisi

knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBepakeHo: 3acobu, Lo 3aCTOCOBYOTECS NpU
KaLuni Ta 3aCTyAHWX 3aXBOPIOBAHHSIX.
BigxapkyBanbHui 3aci6. Kog ATX RO5C A16.
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3anponoHoBaHo: 3acobu, L0 3aCTOCOBYHOTLCS Y
pasi KaLumnio Ta 3acTyQHUX 3aXBOPIOBaHb.
BigxapkyBanbHi 3acobu, 3a BUHATKOM
KOMGiHOBaHUX npenaparTi., WO MiCTATb
npoTuKaLLNboBi 3acobu. BinxapkyBanbHi 3acobm.
Kog ATX RO5CA12. BBeaeHHsi 3MiH NpoTsirom 6-
TV MicsiLiB nicnst 3aTBepoKeHHS. 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edPekTMBHOCTI Ta
dapmakoHarnagy (iHwi amiHu) 3mMiHM BHECEHO B
TEKCT MapKyBaHHS BTOPUHHOI Ta NePBUHHOT
yNakoBOK fikapcbkoro 3acoby B n.n. 8 Ta 4
BiNOBIOHO (YTOYHEHHS 3a3HauYeHHs1 TEPMiHY
npuaaTHOCTI Nikapcbkoro 3acoby). BBeaeHHst
3MiH NPOTArom 6-Tu MicsiLiB Micnsi
3aTBEPOKEHHS.
48. | FIHINPAN PO34MH NS iH eKUN, Takena ABcTpis EnOQXEC M'ueX ABCTpis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/2845/01/01
10 MKr/2 mn no 2 mn B ABcTpis AWMEQ, ABcTpis 3MiHu | Tuny - 3miHun wopo peuenmom
amnyni; no 5 amnyny mM6X (npoBeaeHHs 6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.
KapTOHHIl kopobui Tecty BBepneHHs abo 3MiHM 00 y3aranbHEeHUX gaHnx
"CTtepunbHicTb") npo cuctemy dapmakoHarnagy (BBegeHHs
; Takega y3aranbHeHVX AaHNX Npo cUcTeMy
AscTpis TM6X, capmakoHarnsgy, 3miHa ynoBHoBa)keHoi ocobu,
ABCTpis BiANOBiAANbHOI 3a 3AiINCHEHHS
(BMPOBHMLTBO hapmakoHarnsigy; KOHTakTHoi ocobu 3
3a NOBHUM hapmakoHarnsigy 3asiBHUKa Ans 340ilNCHEHHS
LIMKIIOM) dapmakoHarnsaay B YKpaiHi, SKLWwo BOHa

BigMiHHa Bif yNnoBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-chaina cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3asBHKKA, BiaAnoBiganbHOI 3a
capmakoHarnag. [itova pegakuis: Johan
Hellmer. MponoHoBaHa pepakuis: g-p Cymit
Myngxxan / Sumit Munjal. 3miHa KOHTaKTHUX
[AaHnX YNOBHOBAaXEHOI 0COOU 3asiBHYMKA,
BignoBiganbHoI 3a chapmakoHarnsg. 3MiHa
KOHTAKTHOI 0COBOM 3asiBHUKA, BiANOBiAanbHOI 3a
dapmakoHarnag B YkpaiHi. itoua pegakuis:
CamoHeHko MapuHa BonogumupisHa.
MponoHoBaHa pepakuis: Ypertin Ceprin
IBaHOBUY / Sergii Uretii. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
dapmakoHarnag B YkpaiHi. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiINCHEHHS
OCHOBHOI AisiNbHOCTI 3 hbapmMakoHarnsay
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
49. | TIHINPAN KOHLleHTpaT ans Takena ABCTpis Bupo6HMLTBO 3a ABCTpis BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a - UA/2845/03/01
PO34MHy Ans iHGY3in, ABcTpis NOBHUM LIMKIOM: 3MiHu | Tuny - 3miHun wono peuernmom
25 mkr/5 mn; no 5 mn B M6X Takena ABCTpisi 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
amnyni; no 5 amnyn y 'M6X, ABCTpis; BBepneHHs abo 3MiHM 00 y3aranbHEeHUX faHnxX
KapTOHHiI kopobui MpoBeaeHHs npo cuctemy dapmakoHarnagy (BBe4eHHs
Tecrty y3aranbHeHVX AaHnX Npo cucTemy
"CTepunbHICcTb": capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
EnxEc MMG6X, BiANOBiganNbHOI 3a 3AiINCHEHHS
AMMEQ, ABcTpis dapMakoHarnagy; KoHTakTHoi ocobu 3
chapmakoHarnagy 3agBHUKa ANs 30iIMCHEHHA
dapmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BiANOBigaNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-dainna cuctemm
capmakoHarnsgy) - 3miHa ynoBHOBaXeHO|
ocobu 3asBHMKA, BigNoBiganbHOI 3a 34iNCHEHHSA
dapmakoHarnsgy.
[Jitoya pepakuis: Mloxan Xenmep. MponoHosaHa
pepakuisa: g-p Cymit Myngxan / Sumit Munjal.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnag,.
3MiHa KOHTaKTHOI 0cObU 3asiBHUKA,
BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
[itoya pepakuisn: CamoHeHko MapuHa
BonogumupisHa. NponoHoBaHa pepakuisi:
Ypertinn Cepriii IBaHoBUY / Sergii Uretii.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobtu
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsag B
YkpaiHi.
3miHa Micue3HaxooXeHHs MacTep-carina
cvcTeMu hapmakoHarnsgy Ta horo Homepa.
3MiHa Micus 3AiNCHEHHS! OCHOBHOT AisANbHOCTI 3
dapmakoHarnsigy
50. | rmogoy HacToMKa s AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH JO peeCcTpaLiiHMX maTtepianis: be3 - UA/7464/01/01
HACTOWMKA nepopanbsHoro "Iy6Hudap "Ny6Hncpapm" 3MiHu | TUnYy - 3miHu Wwopo peuenma
3acTocyBaHHs; Mo 25 Mm" 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
mn abo no 100 mny (iHWi 3miHNn) BBeaeHHst [OOATKOBOro TEKCTY
dnakoHax MapKyBaHHs yrnakoBku (100 mn) nikapcbkoro
3acoby 3 HAHECEHHSIM NIOroTUNY 3aMOBHUKA.
51. | FNMIOKO®AX | TtabneTku, BKpUTI Mepk CaHTte ®paHuis Mepk CaHTe, ®paHuis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/3994/01/01
® NniBKOBOKO c.a.c. DdpaHuis Icnanis 3miHu Il TUny - 3miHu Wwopo peuenmom nionsieae
o6onoHkoto, no 500 mr (BPOGHMLTBO 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
no 15 rabnetok y 3a NOBHUM 3MiHM Y KOPOTKil XapaKkTepucTuLli nikapcbkoro
GnicTepi; no 2 abo no uuknom); Mepk, 3acoby, TeKCTi MapKyBaHHS1 Ta iHCTpYKLUii Ans
4 Gnictepn y CI, Icnanis MeON4YHOro 3aCTOCyBaHHS Y 3B’A3KY i3 HOBMMU
KapTOHHiII kopobLy; no (BUPOBHMLTBO OAHUMW 3 SKOCTI, JOKNIHIYHUMMN, KNiHIYHUMK
20 TabneTtok y 3a MOBHUM OaHnMu Ta AaHuMK 3 chapmMakoHarnsiay - 3MiHu
GnicTepi; no 3 LIKIIOM) BHECEHO [0 iHCTPYKUii AN MeguyHoro
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Grictepn y KapTOHHIN 3acToCyBaHHSA Nikapcbkoro 3acoby 4o posginy
KopoOLi "3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”. BeBeaeHHs 3MiH npoTarom
6-TK MicsuiB nicns 3aTBepaKeHHs1. 3miHu I Tuny
- 3miHu Wwopo 6e3nekn/eddeKTMBHOCTI Ta
dapmakoHarnagy. 3MiHu y KopoTKil
XapaKTepuCTULi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT ANS MeAN4HOro
3aCTOCYBaHHS! Y 3B’A3KY i3 HOBUMMW AaHVMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK JaHUMK Ta
OaHnMu 3 dpapmakoHarnagy -
3MiHVM BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby Ao posgainis
"OcobnusocTi 3actocyBaHHA", "MMo6iuHi peakuii”.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS.
52. | FMIOKO®AX | tabneTku, BKpuTI Mepk CaHTte ®paHuis Mepk CaHTe, ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/3994/01/02
® NniBKOBOO c.a.c. dpaHuis Icnanis 3Mminn Il TMny - 3MiHKM Wwopo peuenmom nionsieae
o6onoHkoto, no 850 (BUPOBHMLTBO 6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.
mr, no 15 TabneTok y 3a NOBHUM 3MiHM y KOPOTKin XapaKTepucTuLli nikapcbkoro
Gnictepi; no 2 abo no LuKnom); Mepk, 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii Ans
4 6nictepn y CJ1, Icnania MeON4YHOro 3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMM
KapTOHHiIN kopobui; no (BUpOBHMLTBO OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMKN
20 TabneTok y 3a NOBHUM OaHMMK Ta gaHuMK 3 chapMakoHarnsgy - 3MiHu
6nictepi; no 3 LIMKIIOM) BHECEHO [0 iHCTPYKLUiT ANg MeanyHoro
GnicTepn y KapTOHHil 3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
KopoobLi "3acTocyBaHHs y nepiog BariTHOCTi abo
rogysaHHs rpyaato”. BBegeHHs 3MiH NpoTArom
6-Tn MicauiB nicna 3aTBepaAXeHHs. 3minu Il Tuny
- 3miHu wopo 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsgy. 3miHu y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUii Ans Mean4Horo
3aCTOCYBaHHs1 Y 3B’A3KY i3 HOBUMMW AaHUMU 3
SIKOCTi, AOKNIHIYHUMW, KMiHIYHUMK JaHUMK Ta
OaHnMu 3 dpapmakoHarnagy -
3MiHM BHeCeHO A0 iHCTPYKUii AN Mean4Horo
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”.
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPKEHHS.
53. | FMIOKO®AX | TabneTku, BKpUTI Mepk CaHTte ®paHuis Mepk CaHTe, ®paHuis/ BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: 3a He UA/3994/01/03
® NniBKOBOKO c.a.c. DdpaHuis Icnanis 3miHu Il TUny - 3miHu Wwopo peuenmom nionsieae
o6ornoHkoto, no 1000 (BMPOBHMLTBO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
Mr, no 15 Tabnetok y 3a MOBHUM 3MiHU y KOPOTKili XapakTepucTuL NnikapCbKoro
GnicTepi; no 2 abo no uuknom); Mepk, 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans
4 6nictepn y CI, Icnanis MeAMNYHOrO 3aCTOCYBaHHS Y 3B’3KY i3 HOBUMM
KapTOHHiI kopobuyi (BPOGHMLUTBO [OaHUMW 3 SIKOCTi, AOKMIHIMHUMU, KMiHIYHUMK
3a NOBHUM OaHnMuU Ta AaHnMK 3 chapMakoHarnsigy - 3MiHu
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LIMKIIOM)

BHECEHO [0 iHCTPYKLiT Ans MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaar”. BeBeaeHHs 3MiH npoTarom
6-T1 MicauiB nicna 3aTBepaxeHHs. 3minu Il Tuny
- 3MiHN Wwopno G6e3nekn/eddekTBHOCTI Ta
dapmakoHarnagy. 3MiHu y KopoTKil
XapakTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHS y 3B’A3KY i3 HOBMMUW JaHUMU 3
SIKOCTi, AOKNIHIYHUMWN, KMiHIYHUMK JaHUMK Ta
OaHMMK 3 hapMakoHarnsgy -
3MiHM BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3acTtocyBaHHsA", "MoGiuHI peakuii”.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPAKEHHS.

54.

rPUNOUnNTP
OH XOT
JIMMOH

NopoLLOK AN
0parnbHOro po3ymHy no
4,0 r nopoLuKy y
nakeTi; no 5 abo no 10
NaKeTiB Y KApTOHHIN
KopobLi

ToBapucTeo
3
obmexeHo
Bignosiganb
HiCTIO
"®apmaueBT
MYHa
KOMNaHis
"3pnopos's"

YkpaiHa

ToBapucTeo 3
oBMmexeHo
BignoBiganbHicT
10
"®apmMaueBTUYH
a KoMnaHisi
"3nopos's"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3MiHKM Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
MEANYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHNX
BiZNOBIQHO 0 NNaHy nejiaTpuyHMX AOCHioXeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHM BHECEHO B iHCTPYKLilO AN MEAUYHOro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"B3aemogis 3 iHWK1MKM nikapcbknMu 3acobamu Ta
iHWi BMAwn B3aemogin”, "OcobnmeocTi
3acTocyBaHHA" BiANOBIAHO 4O OHOBMEHOI
iHdpopmaLlii 3 6e3nekun 3acTocyBaHHs fitoyoi
PEYOBUHY MikapCcbkoro 3acody. BeegeHHs 3MiH
NPOTArom 6-T MicsLIB NiCNS 3aTBEPOXKEHHS.
CynyTHs1 3MiHa - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs1 abo 3miHa(1) go 3060B'A3aHb Ta yMOB
BMaadi peectpauiiHoro NocBig4yeHHs,
BKINtoyatoum MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUIA 3
KOMMETEHTHUM OpraHoM) 3asiBHUKOM HaJaHo
OHOBreHwn MNnaH ynpasrniHHS pusnkamu Bepcis
2.0 3MiHK BHeceHo A0 YacTuH: V «3axoaum 3
MiHimi3auii pusukisy», VI «Pestome nnaHy

6e3
peuenma

nidnsieae

UA/10174/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ynpasniHHA puamkamny, VI «JooaTtkmy.
MpeacTaeneHi 3aMiHK B iHchopMmaLii 3 6e3neku
LLI0A0 BHECEHHS 3MiH Ta AOMOBHEHb 3rigHO 3
iHdopMmauieto 3 6eaneku BiANOBIAHO A0
pekoMeHAaLUivi CyBOPUX PerynaTopHUX areHuin
(PRAC EMA) Ta EL}, MOS Ykpainu wopo
HeobXiAHOCTi BHECEHHS 3MiH.
55. | FPYOHUN 36ip no 50 r y naykax 3 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/5858/01/01
3B6IP Ne1 BHYTPILLHIM NakeToMm; "NikTpasun" "lNiktpasn" 3miHu | TNy - 3miHu 3 skocTi. FoToBUIA peuenma
no 1,5 ry oinbTp- nikapcbkuii 3aci6. Cuctema
nakeTi; no 20 ginbTp- KOHTEeNHep/3akyrnoptoBarnbHUiA 3acib (iHwi 3miHu)
nakeTiB y nadui abo y BHECEHHS 3MiH 00 cneumdikauii 3 KOHTPOso
nayui 3 BHyTPiLUHIM nepBMHHOIO NakyearnbHoro matepiany (Manip
nakeTom inbTPyBanbHMI), a came JONOBHEHHS
nokasHuka «laeHTungikauis (30BHiLLHI 03HaKKW)»
BKITIOYEHHAM [0AaTKOBUX O3HaK Ans
BidyanbHoro KoHTpormo «6) Konip».
56. | TPYOHUNA 36ip no 50 r y naykax 3 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 - UA/5859/01/01
3BIP Ne2 BHYTPILLUHIM NakeTom; "IMikTpaBun" "MNiktpasun" 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenma
no 1,5 ry cinetp- nikapcbkui 3aci6. Cuctema
nakeTi; no 20 cinbTp- KOHTeHep/3aKynoptoBanbHWiA 3acio (iHLWi 3MiHW)
nakeTiB y nayui abo y BHECEHHS 3MiH 40 cneuudikauii 3 KOHTPOIto
nayui 3 BHYTPILWHIM nepBUHHOrO nNakyBanbHoro matepiany (Manip
nakeTom dinbTpyBarnbHWi1), @ came JOMNOBHEHHS
nokasHuka «lpeHTudikauis (30BHiLLHi O3HaKM)»
BKITIOYEHHAM [,04aTKOBUX O3HaK Ans
BidyanbHoro KoHTpornto «6) Konip».
57. | DAP®EH® TabneTkn, BKpUTI MpAT Ykpaina PonTic Xennac Ipeuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nionszae UA/18537/01/01
JIOHI NniBKOBOO "®apmaneBt Megikan eng 3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMN peuenma
obonoHkoto, 200 n4yHa cipma dapmachbtoTikan nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
mr/500 mr; no 10 "NapHuug" Mpopakrc C.A. TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
Tabnetok y bnicrepi; roTOBOro NiKapCcbKoro 3acoby (36inbLueHHs
no 1 6nictepy B nauui TEepMiHy NpuAaTHOCTI FOTOBOrO NikapCbKoro
3aco0y) - [N Toprosoi ynakoBKku
(niaTBEPAXKYETLCS AAHMMMN pearnbHOro Yyacy)
36inbLUeHHs TepMiHY NpuAaTHOCTI FOTOBOIO
nikapcbkoro 3acoby. 3aTBepakeHo: 3 poKu.
3anponoHoBaHo: 4 poku. 3MiHN BHECEHI B
iHCTpYyKLUilo ANs MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3gin "TepmiH
npugaTHocTi". BBeaeHHs1 3MiH npoTarom 6-tu
MicsiLiB Micnsi 3aTBEPOXKEHHS
58. | AEHIFTMA® TabneTtkn, BKpUTI TOB YkpaiHa KYCYM IHgis/YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a He UA/13254/01/02
obonoHkot no 10 wr; «MEOPAP XENTXKEP MNBT 3MiHu | Tuny - 3miHn wopo peuenmom nionsieae
no 14 Tabnetok y M NTO» NTA, IHgis; 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
6nicTepi; no 1 AnbTepHaTUBHU BunyyeHHs (cvuna gii) - 3 peecTpauiiHoro Aocbe
GricTepy B KapTOHHi 11 BUPOOHUK, LLO BUIyYeHO [03yBaHHSA Mo 5 Mr. 3miHWM BHeCeHi o
ynakosui; no 14 30iACHI0E IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS
TabneTtok y 6nictepi; BTOPWHHE nikapcbkoro 3acoby y posgin "Cknag/[itoya
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 1 Gnictepy B nakyBaHHs, peyoBMHA", ik HAcnigok - y po3gain "Cnoci6

KapTOHHIN ynakoBLi;
no 10 kKapTOHHMX
YNaKoBOK Y KapTOHHIN
KopoOoLi

KOHTPOMb SKOCTI
Ta BUNYyCK cepii:
TOB "KYCYM
SAPM", YkpaiHa

3acTocyBaHHs Ta 4o3u", 3 BiANoBiAHMMMU
3MiHaMKn [0 TeKCTy MapKyBaHHS YNaKkoBK/
nikapcbkoro 3acoby. BegeHHs 3miH npoTsirom 6-
TV MicsILiB Micnsi 3aTBepoXeHHS; 3MiHm | Tuny -
3MiHu 3 AkocTi. FoToBMIA Nnikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa abo gogaBaHHs WTamnis,
NOTOBLLEHb a60 iHLWIMX MapKyBaHb, YKI4aum
3amiHy abo gopaBaHHs hapb Ans MapKyBaHHs!
nikapcbkoro 3acoby (3MiHa pycku, NpuM3HadYeHol
NS po3fineHHst TabneTkn Ha piBHI [o3MK) -
HaHeCeHHs! pucku Ha TabneTky 3 4o3yBaHHAM 10
Mr, MPU3HaYeHOoI ANs PO3AineHHst TabneTkn Ha
piBHi 103, BigNOBIAHO 4O MiHIMAnNbHOI
TepaneBTUYHOI f03K 5 Mr. 3MiHM BHECeHI Ao
IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHsA
nikapcbKkoro 3acoby y po3ain "Jlikapcbka
dopma/OcHOBHI ¢hi3mKo-ximidHi BlacTueocTi", sk
Hacnigok - y po3gin "Cnoci6 3actocyBaHHs Ta
no3un". BBeAeHHst 3MiH NpoTArom 6-Tm micauis
nicna 3aTBepaXXeHHst; 3MiHu | Tuny - 3miHn 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(iHWi 3MiHW) - 3MiHWM NPOINtO AOMILLOK,
AOMNyCTUMUX MeX Ta MeToamnkn (metogom MX) 3a
nokasHukoMm «CynpoBigHi AOMILLKMY Yy MeTodax
koHTporito [T13. BBeaeHHs 3MiH NnpoTarom 6-tu
MicsILiB Micnsi 3aTBEPOKEHHS; 3MiHM 3 SIKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaLii Ta/abo JoNyCTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (iHwi 3MiHK) - 3miHu | Tuny -
3MiHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BiaNOBIAHOCTI €BPONENCHKIN
dapmakonei/moHorpadii. 3miHW, noB'a3aHi 3
HeobXiaHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
MoHorpagii JdY abo €sponerncbkoi
capmakonei, abo iHWOoi HalioHanbHOI
dapmakonei aepxasu €C (iHLWi 3MiHW) —
crneunikaLito Ta MeTOAM KOHTPOSTO SKOCTi Ha
L4y peqyoBMHY MEMaHTaHy rigpoxnopuay
npvBeAeHo Y BigMNoBIgHICTb 4O BUMOT
MoHorpadii «Memantine hydrochloride» USP;
3MiHu | TUnYy - 3miHm 3 gkocTi. API.
Bupo6HuuTBO. 3MiHa BUpOGHUKa
BWXiAHOro/NpOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOBHMYOMY MpoLieci
AQI, abo 3miHa BUpobHUKa (BKMoYa4u, ae
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HeobXiaHO, MicLe NpoBeAEHHS] KOHTPOIIO SIKOCTi)
Al (3a BigcyTHOCTI cepTudpikaTta BiANOBIAHOCTI
€BponeickKii thapMakonei y 3aTBepaKeHoMy
[0Che)(3anponoHoBaHU BUPOBHUK HaNeXuTb
[0 Tiei camoi BUPOBHUYOT rpynu NignpremcTs,
LLIO ¥ 3aTBEpPKEHWI) -BBEAEHO JOAATKOBY
OiNbHULIO BUPOBHMLTBA fit040i pevoBUHM
MeMaHTUHY rigpoxnopuay, sika HanexuTb 40
3aTBepakeHoro BupobHuka Megafine Pharma
(P) LTD, Ingisi; 3MiHu | Tuny - 3MiHM 3 IKOCTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiHM) - meToam
KOHTponto sikocTi 13 npeacTaeneHo
YKpaiHCbKOIO MOBOI. BBEAEHHSA 3MiH NpoTArom
6-TK MicAauiB nicnsa 3aTBepAXeHHs; 3MiHn | Tuny -
3MiHn 3 skocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonycTummnx
MeX, BU3Ha4YeHux y cneumadikauisx Ha A®l, abo
BUXIOHWI/MPOMIDKHWUIA NpOaYKT/peareHT, LWo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuuytea AdI
(OonoBHEHHS cneumdikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BiANOBIAHUM METO40M BUNPOOYBaHHS)
- 0o nokasHuka «ldentification» nogaHo metog
XRD ansa koHTponto nonimopdHoi hopmu gitoyoi
PEYOBMHN MEMaHTUHY rigpoxnopuay; 3MiHu |
Tmny - 3MiHn 3 gxkocTi. A®Il. Kontponb A®I. 3miHa
y napameTpax cneuudikaui Ta/abo
OOMYyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisx
Ha A®I, abo BMXiAHWUIN/MPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP| (qogasaHHst abo
3aMiHa (3a BUHATKOM aKTVBHOI PE4OBUHM
GionoriyHoro abo iMyHOMOrYHOrO MOXOAXKEHHS)
napameTpa cneundikadii 3 BignosigHUM
MEeTOA0M BMNPOOYBaHHs 3a pe3ynbTatamu
pocnigpkeHb 3 6e3nekun abo skocTi) - o
nokasHuka «Organic impurities» metogom GC
[04aHo BU3HaYeHHs aomiwkm MEM-11 3
ponyctumoto mexeto NMT 0,10%; 3minum | Tuny -
3miHu 3 sikocTi. ADIl. KoHTponb A®l. 3miHa y
napameTpax crneuudikadiv Ta/abo gonycTummnx
MeX, BU3Ha4YeHux y cneumdikauisx Ha A®I, abo
BUXiAHWA/NPOMiXHUI NpoayKT/peareHT, Lo
BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea A®I
(mopnaBaHHs abo 3aMiHa (32 BUHATKOM aKTUBHOI
peyoBUHYK GionoriyHoro abo iMyHoMnoriYHoro
NOXOMXXEHHS) NnapameTpa cneuudikauii 3
BiNOBIOHMM METOAOM BUNPOOYBaHHS 3a
pesynbTaTaMmu gocnigkeHb 3 6e3nekun abo
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n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1

sikocTi) - [lo nokasHuka «Residual solvents»
metogom GC HS popgaHo BU3Ha4eHHs isonponin
xnopuay (3 gonyctumoto mexeto NMT 50 ppm ),
eTun aueTary (3 gonyctumoto mexeto NMT 500
ppm ), isonponin auetary (3 40NyCTUMOIO
mexeto NMT 500 ppm) Ta 6eH3sony (3
ponyctumoto mexxeto NMT 2 ppm); 3minum Il Tuny
- 3MiHu 3 sKocTi. MoTOBWMIA Nikapcbkuii 3acib.
Onuc Ta cknag. 3miHa y cknagi (AonoMiXkHMX
peYoBMHAX) roTOBOro NiKapcbkoro 3acoby (iHLui
[OMNOMiXKHI pe4oBUHM) - AKICHI @bo KinbKicHi
3MiHW LLIOAO oaHiel abo AekKinbKOX A0MNOMIXKHMX
PEYOBUH, SIKi MOXYTb 3HAa4YHO BMINHYTW Ha
6esneky, sKicTb abo eheKTUBHICTb FOTOBOIO
nikapcbKkoro 3acoby — siKicHi Ta KinbKiCHi 3MiHW
[OMNOMDKHUX PEYOBWH | AK HACNIAOK 3MiHa
cepeHboi Macu TabneTtkn. BeegeHHs 3miH
npoTSArom 6-Tu MicALiB Nicnsa 3aTBepAXeHHS
CynyTHs 3MiHa
- 3MiHu 3 akocTi. FoTOBMIA NiKapCbkuii 3aci6.
Onuc Ta cknag. 3miHa chopmun abo po3mipis
nikapcbkoi oopMu (TabneTkn 3 HeranHUM
BVMBINIbBHEHHSAM, Kancynu, cynoanTopii Ta
necapii);
3MmiHu Il Tuny - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI. 3MiHW y
npoueci BUpoBGHMLTBA rOTOBOrO NikapCbKoro
3acoby, BKMHOYA4M NPOMIDKHUIA NPOAYKT, L0
3aCTOCOBYETBLCS NMPU BUPOOHULITBI FOTOBOrO
nikapcbkoro 3acoby (cyTTeBa 3MiHa y nNpoLeci
BMPOGHMLTBA, sika MOXE MaTu iCTOTHUIA BMUB Ha
AKICTb, 6e3neKy Ta edPeKTMBHICTb IikapCbKoro
3acoby) — 3MiHu y npoueci BupobHuuTea 13
Ans aganTauii TeXHOMoriYHoro npowecy y
3B’A3KY i3 3MiHOIO JOMOMDKHUX PEYOBWH Yy CKnagi
M3, a came:
- 3MiHa MeToAy BOMOrol rpaHynsLuii Ha meToa
NpPsSIMOro NpecyBaHHs;
- BUZANeHo psg MigroToBYMX TEXHOMOMYHMX
cTagin;

- KOPEryrTbCs NapaMeTpy TEXHOSONYHOIo
NpOLIeCy Ha CTafisix 3MillyBaHHS, ONyApHOBaHHS,
TabneTyBaHHs Ta NOKPUTTS 0BOMOHKOHO.

Ak Hacnigok, BiabyBalTLCA 3MiHN Y
crneungikauisx nig yac BupobHuuTtea 13.
3MiHU BHECEHI 0 IHCTPYKLiT Ans MeanyHoro
3acTocyBaHHS NikapCcbKoro 3acoby y posain
"Cknag/[JonomixHi pe4yoBuHW", 3 BigNoBigHNMM
3MiHaMM 10 TEKCTY MapKyBaHHS YNaKOBKM
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nikapcbkoro 3acoby. BeegeHHs 3MiH NpoTsirom
6-TK MicsLiB nicnsa 3aTBEpAXEHHS
CynyTHs 3MiHa
- 3MiHM 3 sikoCTi. FOTOBMIA NikapCbkuii 3aciO.
3MiHW y BUpobHMUTBI. 3MiHM BUNpobyBaHb abo
OOMNYCTUMUX MEX, BCTAHOBINEHUX Y
crneungikauisx, nig yac BUpOBbHMLTBA rOTOBOTO
nikapcbkoro 3acoby (iHLUi 3MiHW)
59. | AEHIFTMA® TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHgis/YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHuX maTepianis: - He UA/15791/01/02
obonoHkot no 10 mr; «MEODAP XENTXKEP MNBT 3MiHu | Tuny - 3mMiHu Wwopo nidnsieae
in bulk: Ne 14x200: no M NTO» NTO, IHais; Ge3nekn/eekTMBHOCTI Ta hapMakoHarnsiay.
14 TabneTok y AnbTepHaTUBHU BunyueHHs (cuna gii) - 3 peectpauiiHoro gocke
Gnictepi; no 200 1 BUPOOHUK, L0 BUy4eHO 003yBaHHSA no 5 mr; 3miHu | Tuny -
GnicTepiB y KApTOHHIW 3[iNCHI0E 3MmiHu 3 gkocTi. FoToBUI nikapcbkui 3aci6. Onuc
Kopobui BTOPUHHE Ta cknag. 3miHa abo JogaBaHHs WTamnis,
nakyBaHHs1, noToBLYeHb abo iHLWMX MapKyBaHb, YKIo4aum

KOHTPOMb SKOCTI
Ta BUMYCK cepii:
TOB "KYCYM
PAPM", YkpaiHa

3amiHy abo gopgaBaHHs dapb Ans MapKyBaHHS
nikapcbkoro 3acoby (3MiHa pucku, Npu3HadYeHol
Ons po3aineHHs TabneTky Ha piBHI 4o3n) —
HaHeCeHHs pUCkv Ha TabneTky 3 go3yBaHHAM 10
Mr, MPU3HaYeHOol ANs PO3AineHHst TabneTkn Ha
piBHI 403K, BIANOBIAHO 4O MiHIManNbHOI
TepaneBTUYHOI 03K 5 mr; 3MiHu | Tuny - 3miHu 3
siKocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro fikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHK) — 3MiHK NPODInto AOMILLOK,
AOMYyCTUMUX MeX Ta MeToamnkun (metopom MX) 3a
nokasHukom «CynpoBigHi AOMILLKWY Yy MeToaax
koHTporito [T13. BBeaeHHs 3MiH NnpoTarom 6-Tu
MicsLiB micnsi 3aTBEpOXKEHHS.
CynyTHS 3MiHa
- 3MiHu 3 AKkocTi. FoToBMIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX roTOBOro nikapcbkoro 3acoby (iHLui 3miHK);
3MiHu | Tuny - 3MiHn 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeicbkinn apmakonei/MmoHorpadii. 3miHu,
NnoB'si3aHi 3 HEOBXiAHICTIO NPUBEAEHHS Y
BigNoBigHICTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HaLuioHanbHoi dhapmakonei aepxasu €C (iHwi
3MiHM) - cneumndikaLito Ta MeToau KOHTPOIHO
AKOCTI Ha Ajitody Pe4OBUHY MeMaHTaHy
rigpoxnopuay npusegeHo y BiANOBIAHICTb A0
BMMor moHorpadii «kMemantine hydrochloride»
USP; 3MiHu | Tuny - 3miHu 3 sikocTi. ADI.
Brpo6HuuTBO. 3MiHa BUpoGHUKa




38 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1

BWXiAHOro/NpoMi>KHOrO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTBLCS Y BUPOGHMYOMY NpoLieci
A, abo 3miHa BUpoOGHMKa (BKMOYatoum, ae

HeobXiaHO, MicLe NpoBeAEHHS! KOHTPOIIO SIKOCTi)

AQI (3a BigcyTHOCTI cepTudpikaTta BiaNoBIAHOCTI

€BponeickKi thapMakonei y 3aTBepaKeHoMy

[0ChE)(3anponoHoBaHU BUPOBHUK HaNeXuTb

[0 Tiei camoi BUPOBHUYOT rpynu nignpuemcTs,

LLO 1 3aTBEPOKEHUN) -

BBEAEHO AOAATKOBY AiNMbHULI BUPOOHMLTBA
Ait0YOT pevoBUHN MEMAHTUHY Tiapoxnopuay, ska
HanexuTb A0 3aTBEPAXXEHOro BUPOGHMKa
Megafine Pharma (P) LTD, IHgisi; 3miHun | Tuny -
3MmiHM 3 skocTi. [oTOBMI Nikapcbkuii 3aci6.
KoHTpOsb roTOBOrO Nikapcbkoro 3acoby (iHLi
3MiHM) - MeToaM KOHTporto sikocTi 113
npeacTaBreHo yYKpaiHCbKO MOBOK. BBeaeHHs
3MiH NPOTArom 6-Tn Micauis nicns
3aTBEPMAKEHHS; 3MiHM | TUny - 3MiHK 3 sIKOCTi.
A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo gonycTMMmUX Mex,
BU3Ha4YeHuX y cneumdikauisix Ha Adl, abo
BUXiAHVMN/MPOMDKHUI NpOAyKT/pearexT, Lo
BUKOPUCTOBYIOTLCS Y npoLeci BupobHuuTea AdI
(OonoBHEHHS cneumdikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BiANOBIAHMM METOAOM BUNPODOYBaHHS)
-00 nokasHuka «ldentification» nopaHo meton
XRD pnst kOHTpOno noniMmopdHOT hopmu Aitouoi
PEYOBUHM MEMaHTUHY rigpoxnopuay; 3miHu |
Tuny - 3MiHn 3 sikocTi. A®Il. KoHTtponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo
OOMYyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisx
Ha A®I, abo BUXigHWUIA/NPOMIXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoteci BupobHuuTea AP| (qogasaHHs abo
3aMiHa (3a BUHSTKOM aKTVBHOI PEYOBUHM
6ionoriyHoro abo iMyHOMOriYHOrO MOXOAKEHHS)
napameTpa cneundikadlii 3 BignoBigHUM
MEeTOA0M BUNPOOYBaHHS 3a pe3ynbTaTamu
pocrnimpkeHb 3 6esnekn abo AkocTi) - -ao
nokasHuka «Organic impurities» metogom GC
[0AaHo BU3Ha4YeHHs gomiwkn MEM-II 3
ponyctumoto mexeto NMT 0,10%; 3minum | Tuny -
3miHu 3 akocTi. APl. KoHTponb A®l. 3miHa y
napametpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4YeHux y cneumdikauisx Ha A®I, abo
BUXIOHWI/MPOMDDKHWUIA NPOJYKT/peareHT, LWo
BMKOPWCTOBYOTbCS Y npoueci BupobHuutea AdI
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(ooaaBaHHst abo 3amiHa (3@ BUHSITKOM aKTUBHOI

peyoBuHYM BionoriyHoro abo iMyHonoriYHoro
NOXOMPKEHHS) NapameTpa cneumdikaLii 3
BigMOBIAHMM MeToAOM BUNpobyBaHHs 3a
pesynbTaTaMmu gocnigkeHb 3 6e3neku abo
SIKOCTI) - 0o nokasHuka «Residual solvents»
metogom GC HS goaaHo BM3Ha4eHHs isonponin
xnopuvay (3 gonyctumoro mexeto NMT 50 ppm ),
eTun aueTary (3 gonyctumoto mexeto NMT 500
ppm ), isonponin aueTary (3 4ONyCTUMOIO
mexeto NMT 500 ppm) Ta 6eH3ony (3
ponyctumoto mexeto NMT 2 ppm); aminm Il Tuny
- 3MiHM 3 sikocTi. FOTOBMIA Nikapcbkuii 3aciO.
Onuc Ta cknag. 3miHa y cknagi (BoNoMiKHMX
pevoBMHAX) roTOBOro NiKapcbkoro 3acoby (iHLui
[OMOMDKHI pedqoBUHM) - AKicHI abo KinbKicHI
3MiHM LWOAO OAHiel abo AeKinbKOX A0NMOMIKHMX
PEYOBUH, SIKi MOXYTb 3HAa4YHO BMINHYTU Ha
6esneky, sikicTb abo edheKTUBHICTL FOTOBOIO
nikapCcbKoro 3acoby — AKICHi Ta KifbKiCHi 3MiHW
[OMNOMDKHUX PEYOBWH | 9K HACNIAOK 3MiHa
cepeaHboi Macu TabneTtkn. BeegeHHs 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS;
CynyTHs 3MiHa
- 3MiHM 3 sikocTi. FOTOBMIA NikapCbkuii 3aciO.
Onuc Ta cknag. 3miHa dopmm abo posmipis
nikapcbkoi hopmMu (TabneTkn 3 HeranHUm
BUBIMbHEHHAM, Kancynu, Cynosutopii Ta
necapii)- 3minu Il Tuny - 3miHm 3 akocTi. FoToBMN
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULUTBI. 3MiHK y
npoueci BUpoBGHMLTBA rOTOBOrO NikapCbKoro
3acoby, BKMOYa4M NPOMIKHUIA NPOAYKT, WO
3aCTOCOBYETLCSI NP BUPOBHMLTBI FOTOBOTO
nikapcbkoro 3acoby (cyTTeBa 3MiHa y nNpoLeci
BMPOBHMUTBA, sika MOXe MaTu iCTOTHWN BfMB Ha
AKICTb, 6e3neKy Ta edPeKTMBHICTb ikapCbKoro
3acoby) - 3miHM y npoueci BupobHuuTea 13
Ans aganTauii TEXHOMOoriYHOro npowecy y
3B’A3KY i3 3MiHOIO JOMOMDKHUX PEYOBWH Yy CKNagi
M3, a came:
- 3MiHa MeToAy BOMOroi rpaHynsLii Ha MeToq
NpPsSIMOro NpPecyBaHHS;

- BUAaneHo psig NigroToBYMX TEXHOMOMYHMX

cTagin;

- KOPEerylTbCs NapameTpy TEXHOMOMYHOro
npoLiecy Ha cTagisix 3millyBaHHS, ONyApHOBaHHS,
TabneTyBaHHS Ta NOKPUTTS 0BOSOHKOIO.

Ak Hacnigok, BiabyBalTLCA 3MiHN Y

cneumdikauisix nig Yac BupobHuuTaa M3;
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CynyTHs 3MiHa
- 3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3acib.
3MiHM y BUpo6HMUTBI. 3MiHK BUNpobyBaHb abo
OOMNYCTUMUX MEX, BCTAHOBIEHUX Y
cneumdikauisx, nig Yac BMpobHMLTBA rOTOBOrO
nikapcbKkoro 3acoby (iHwwi 3MiHu)
60. | AENPUBOKC | Tabnetku, BKpUTI CTAOA HimeyumH Bunyck cepin: Himeuunna BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a - UA/3091/01/01
® nniBkoBOK 060MOHKOK | ApuUHaUMITT a CTAOA 3MiHun | Tvny - 3MiHM Wwoao peuenmom
no 50 mr no 10 enb Al ApuHamiTTenb 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
Tabnetok y 6Gnictepi; Al’, Himeuunna BBepneHHs abo 3MiHM 00 y3aranbHEeHUX faHnxX
no 2 a6o 5, abo 10 BrpobHuuTBO npo cuctemy dapmakoHarnsay (BBegeHHs
GricTepiB y KAPTOHHIN Hepo3dacoBaHO y3aranbHeHWX AaHux Npo cuctemy
KopobLUi ro NpoAaykTy, capmakoHarnsigy, 3miHa ynoBHoBa)KeHoi ocobu,
KOHTPOIb Cepint: BigNoBiganbHoI 3a 34iNCHEHHSA
PoTtTeHgopd thapMakoHarnagy; KoHTakTHoi ocobu 3
dapma 'M6X, thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
Himeuunna dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
[NepBuHHE Ta BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BTOPUHHE BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
nakyBaHHs, (BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
KOHTPOIb Cepiit: PO3MiLLEeHHI MacTep-danna cuctemm
PoTtTeHgopd tapmakoHarnagy) 3miHa ynoBHOBaxeHoi 0cobu
®apma 'mbX, 3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsaa:
Himeuyunna Litoua pegakuis: [O-p Openepika KnamH.
KoHTponb cepini: MponoHoBaHa pepakuis: O-p AHapeac IBaHOBWY.
Jlabop NIC CE i 3MiHa KOHTaKTHUX JAHKX YNOBHOBaXeHOi ocobu,
Ko. KT, BignoBiganbHoi 3a hapmakoHarnag. 3miHa
Himeuyunna KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoT 3a
dapmakoHarnsa B YkpaiHi.
[Hitoua pepakuisi: MNpycbkuin CTanicnas
Bonoammuposwuy. NponoHoBaHa pegakuis: ou
TeTtaHa KOpiiBHa. 3MiHa KOHTAKTHUX OAHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
hapmakoHarnsg B YKpaiHi.
61. | AENPUBOKC | TtabneTku, BKpUTI CTAOA HimeyvumH Bunyck cepin: Himeuunna BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/3091/01/02
® nniBkoBol 060MOHKOW | ApuUHaAMITT a CTAOA 3MiHu | TUnYy - 3miHun Wwopo peuenmom
no 100 mr no 10 enb Al ApuHanmiTTens 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.

TabneTtok y bnictepi;
no 2 a6o 5, abo 10
GnicTepiB y KApTOHHiIW
KopobLi

Al', HimeuyunHa
Bupo6HuuTBO
Hepo3dacoBaHo
ro NpoaykTy,
KOHTPOIb cepin:
PotteHpopd
®apma 'mbX,
HimeuunHa
MNepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb cepin:

BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHUX
npo cuctemy apmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHuX Npo cucTemy
cbapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3
dhapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BiAMiHHa Bifl yNnoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 30iCHEHHS dhapmakoHarnsagy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-chainna cuctemu
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

PoTtTeHgopd
®apma 'm6X,
HimeyuunHa
KoHTponb cepini:
Jla6op JNIC CE i
Ko. KT,
HimeyuunHa

tapmakoHarnagy) 3miHa ynoBHOBaXeHoi 0cobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapmakoHarnsaa:
Litoua pegakuis: [-p Openepika KnamH.
MponoHoBaHa pepakuis: O-p AHApeac IBaHOBWY.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI ocobu,
BignoBiganeHoi 3a chapMakoHarnsg. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOT 3a
dapmakoHarnsg B YKpaiHi.

[itoya pepakuis: Mpycbkuii CTaxicnas
Bonogumuposwnd. MNMponoHoBaHa pegakuia: Moy,
TeTtaHa KOpiiBHa. 3MiHa KOHTaAKTHUX AAaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
bapmakoHarnag B YkpaiHi.

62.

ANCNOPT®

NMOPOLLIOK A1 PO34UHY
ans in'ekuin no 500
O[; 1 donakoH 3
MOPOLLKOM Y
KapTOHHil kopobui

INCEH
SAPMA

®paHuia

INCEH
BIO®APM
JUIMITEQ

Benwuka
BputaHia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TMny - 3MiHKM Wwopo
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHUX
npo cuctemy dapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
BiANOBiganbHOI 3a 34INCHEHHS
thapMakoHarnagy; KoHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHsI
chapmakoHarnagy B YkpaiHi, SKLWO BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-chaina cuctemu
dapmakoHarnsay) 3miHa KOHTakTHOI ocobu
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
YkpaiHi.

[itova pepakuis: Fony6Hnunin Onekcangp
CepriioBuy. MNponoHoBaHa peaakuisi:
MpokoneHko IpuHa MukonaisHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0COOU 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsg B YKpaiHi

3a
peuernmom

UA/13719/01/01

63.

AUCMNOPT®

MOPOLLOK AS151 PO3UUHY
ans iv'ekui no 300
O[f; 1 cpnakoH 3
MOPOLLKOM Y
KapTOHHiI kopobLyi

INCEH
DAPMA

®paHuia

INCEH
BIO®APM
JIMITEQ

Benuka
Bputanis

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3MiHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHnx
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHNX AaHKX Npo cucTemy
dapmakoHarnsay, 3MiHa ynoBHoBaxeHoi ocobu,
BiANoBiAanbHOI 3a 3AiNCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsay B YKpaiHi, SKLWwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy

3a
peuenmom

UA/13719/01/02
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-anna cuctemm
tapmakoHarnagy) 3miHa KOHTakTHOT ocobum
3asiBHUKA, BignosiganbHoi 3a dhapMakoHarnsag B
YKpaiHi.
[itoua pegakuis: Mony6HMunin Onekcanap
CepririoBuy. MponoHoBaHa pepakLis:
MpokoneHko IpuHa MukonaisHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobM 3asiBHWMKa,
BignosiganeHoi 3a hapMakoHarnsg B YkpaiHi
64. | AU®EPENIH NOPOLLIOK No 22,5 mr INMCEH ®paHuia Bupo6HuuTBO, LLseniapis/ BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/9454/01/02
® Ta PO3YMHHMK Anst SAPMA nepBUHHE dpaHuis/ 3MiHu | Tuny - 3MiHKM Wwopo peuenmom
cycneHsii ons iH'ekuin nakyBaHH4, HimevuunHa 6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
3 NPOJIOHrOBaHNM KOHTPOMb SKOCTI BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHuX
BUBINbHEHHSAM; 1 Ta npo cuctemy dapmakoHarnsgy (BBegeHHs
NaKkoH 3 NOPOLLKOM Y BUNpoByBaHHs y3aranbHeHVX AaHnX Npo cUcTemMy
KOMMIEKTi 3 Ha cTabinbHICTb: cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
PO34YNHHUKOM (BOZa NOPOLLIOK: BiANOBiganNbHOI 3a 34INCHEHHS
ans i 'ekuin) no 2 mn HeGiochapm thapMakoHarnagy; KoHTakTHoi ocobu 3
B amnyni Ne 1, 1 Picepy eHp hapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
Gnictepom, Lo MaHydak4ypuHr chapmakoHarnagy B YkpaiHi, SKLWO BOHa
MiCTUTb 1 Wwnpuy ans . BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
iH'eKUin Ta 2 iH'eKuinHi LLseriuapis; BigNoBiganbHOI 3a 34iMCHEHHS hapmakoHarnsagy
rofkn y KapTOHHIN Bupo6HuLTBO, (BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHu y
KopobLUi nepBuHHE PO3MiLLEeHHI MacTep-danna cuctemm
nakyBaHHs1 Ta dapmakoHarnsay) 3miHa KOHTaKkTHOT ocobu
KOHTPOrb SIKOCTi: 3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
PO3YUNHHUK: YkpaiHi.
CEHEKCI, [Hitouwa pepakuisa: MNony6Hnunn OnekcaHap
®paHuis; CepriioBuy. MNponoHoBaHa peaakuisi:
3IrorPIa MpokoneHko IpuHa MukonaieHa. 3miHa
XAMEJIbH KOHTaKTHUX JAHMX KOHTaKTHOI 0COOM 3asiBHMKA,
m6X, BignosiganbHoi 3a hapMakoHarnsag B YkpaiHi
HimeyumnHa;
BTopuHHe
nakyBaHHs Ta
BUNYCK cepii:
INCEH ©®APMA
BIOTEK,
PpaHuis
65. | AUPEPENIH nopotuok no 0,1 mr ta INCEH ®paHuis Mopotuok: PpaHuis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/0695/02/01
® PO3YMHHUK AN OAPMA Bupo6HuuTBO, 3MiHu | TUnYy - 3miHu Wwopo peuenmom
PO34MHy Ans iH'ekuin, TECTYBaHHS, 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
no 7 ¢pnakoHis 3 nakyBaHH4, BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHUX
NOpoLLKOM Ta 7 amnyn BUNYCK cepii: npo cuctemy papmakoHarnsgy (BBegeHHs
3 1 MN pO34nHHUKa INCEH ©®APMA y3aranbHEeHUX AaHnx Npo cuctemy
(po3u4mH HaTpito BIOTEK, dapmakoHarnsay, 3MiHa ynoBHOBaXXeHOi ocobw,
xnopuay 0,9 %)y ®paHuis; BiAMNOBiAanNbHOI 3a 34INCHEHHS
KapTOHHI kopobui P0O34MHHUK: hapmakoHarnsigy; KOHTakTHoi ocobu 3
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Bupo6HuLTBO, chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA
nepBuHHe apmakoHarnsgy B YKpaiHi, SKLWwo BOHa
nakyBaHHs Ta BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
KOHTPOSb AKOCTi: BignoBiganbHoI 3a 34iCHEHHS hapmakoHarnsgy
CEHEKCI, (BKINOYaOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
dpaHuis; pPO3MiLLeHHi MacTep-daina cuctemm
BTopuHHe dapmakoHarnagy) 3miHa KOHTakTHOT ocobu
nakyBaHHs, 3asBHUKA, BiANOBIAANbHOI 3a hapmakoHarnsg B
BUNYCK cepii: YkpaiHi.
IMCEH ®APMA [itoua pegakuis: Mony6HMunin Onekcanap
BIOTEK, Ceprinosud. MponoHoBaHa pegakuis:
dpaHuis MpokoneHko IpuHa MukonaisHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobM 3asiBHWMKa,
BignoBiganbHoi 3a dhapMakoHarnsg B YKpaiHi
66. | AUPEPENIH nopoLuok no 3,75 mr INMCEH ®paHuin MopoLuok: dpaHuis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/0695/01/02
® Ta PO3YMHHMK Anst SAPMA Bupo6HMLTBO Ta ITanis/ 3MiHu | Tuny - 3MiHK Wwopo peuenmom
cycneHsii Ans iH'ekuin naKyBaHHs: Benebriga 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
NPOSIOHrOBaHOro IMCEH ®APMA BBepneHHs abo 3MiHM 00 y3aranbHEeHUX gaHnx
BUBINbHEHHS; 1 BIOTEK, npo cuctemy cdapmakoHarnagy (BBegeHHs
dNaKkoH 3 MOPOLLKOM Y ®paHuis; y3aranbHeHUX AaHnx npo cuctemy
KOMMNIEKTI 3 amma- capmakoHarnsgy, 3miHa ynoBHoBa)keHoi ocobu,
PO3YMHHUKOM MO 2 M1 BUMNPOMIHIOBaHH BiANOBiganNbHOI 3a 34INCHEHHS
(maHiT (E 421), BOOa S hapmakoHarnsay; KOHTakTHoOi ocobu 3
ans iH’ekuin) B amnyni, IMCEH ®APMA hapMakoHarnagy 3asiBHUKka Ans 34incHeHHst
wnpuvuom ang BIOTEK, chapmakoHarnagy B YkpaiHi, SKLWO BOHa
O/1HOpPa30Boro PpaHuis BiAMiHHa Bif yNOBHOBaXeHOi 0cobu,
BUKOPUCTaHHSA Ta abo BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsay
ABoMa ronkamu (y CTEPIOXKEHIK (BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
BnicTepHin ynakosL,i) y C ITANIA po3MilLeHHi MacTep-channa cuctemm
KapTOHHiI kopobui C.N.A., Itanis apmakoHarnsigy) - 3MiHa KOHTaKTHOI ocobu
abo 3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
CTEPIIXEHIK YkpaiHi. [itoya pegakuis: FonyGHU4uiA
C BEJbIA CA OnekcaHgp CepriioBuy. [NponoHoBaHa
(Prnepyc), pepaxuis: MNpokoneHko IpuHa MukonaiBHa.
Benbrisi; 3MiHa KOHTaKTHMX JaHUX KOHTaKTHOT ocobu
BTopuHHe 3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
nakyBaHHS, YkpaiHi
KOHTPOMb SKOCTI
Ta BUMYyCK

nikapcbKkoro
3acoby: INCEH
SAPMA
BIOTEK,
®paHuis;
Po34nHHKK:
Bupo6HuuTBO,
nepBUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTi:
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
CEHEKCI,
®paHuis;
BTopuHHe
nakyBaHHs Ta
BWMNYCK cepil:
INCEH ®APMA
BIOTEK,
PDpaHuis
67. | AIOKOP 160 TabneTkn, BKpUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/8318/01/01
NniBKOBOIO "ACIHO Crapt" 3MiHuM | TUNy - 3MiHK 3 akocTi. FoToBUIA peuenmom
o6oroHkoto, no 160 YKPAIHA" nikapcbkui 3aci6. 3MiHM y BUPOBHUUTBI (iHLui
mr/12,5 mr; no 10 3MiHM) 3MiHK O peecTpauinHMX MaTepianis y
TabneTtok B 6nicTepi; po3ainax 3.2.P.3.3, 3.2.P.3.41a 3.2.P.3.5, a
no 1, no 3, no 4 abo came akTyanisauisi Ha3B, OQUHULb BUMIpY Ta
no 9 Gnictepis y nayui Jiana3oHiB AesKkux napameTpiB npouecy
3 KapTOHY HaHeCeHHs NMoKpUTTS TabneTok, y 3B’A3Ky 3
MOZJEpHi3aLiet0 yCTaHOBKM A1 HAHECEHHS
NMOKPUTTS, @ CamMe OHOBIIEHHS anapaTHOro Ta
nporpamHoro 3abeaneyeHHsi. HaBegeHa
Tabnuus kopensuii napameTpiB yCTaHOBKM ANA
HaHECEHHSs NOKPUTTS NiCNA MOAEpPHi3aLii.
3Baxatouum Ha eKkBiBaneHTHICTb 3Ha4YeHb BNIVB
Ha TEXHOONiYHM NPOLIEeC BiACYTHIN.
68. | AIOKOP 80 TabneTtkn, BKPUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/8318/01/02
NniBKOBOKO "ACIHO Crapt" 3MiHuM | TUNy - 3MiHK 3 akocTi. FoToBUIA peuenmom
o6oroHkoto, no 80 YKPAIHA" nikapcbKkui 3aci6. 3MiHWM y BUPOBHUUTBI (iHLui
mr/12,5 mr; no 10 3MiHW) 3MiHWM [0 peecTpaLinHMX MaTepianis y
Tabnetok B 6nicTepi; po3ginax 3.2.P.3.3, 3.2.P.3.4 12 3.2.P.3.5,a
no 1, no 3, no 4 abo came akTyanisauisi Ha3B, OQUHULb BUMIpY Ta
no 9 Gnictepis y navui JianasoHiB AesikMx napameTpis npolecy
3 KapTOHY HaHeCeHHs MOKPUTTSI TAaBneTok, y 3B’A3Ky 3
MOJEpHi3aLlieto yCTaHOBKM AN HAHECEHHS
MOKPUTTS, @ CamMe OHOBIIEHHS anapaTHOro Ta
nporpamHoro 3abeaneyeHHsi. HaBegeHa
Tabnuus kopensuii napameTpiB yCTaHOBKU ANSA
HaHeCEeHHs MOKPUTTA Micns MoAdepHisauii.
3Baxatoum Ha eKkBiBaneHTHICTb 3Ha4YeHb BNIMB
Ha TEXHOJONYHMI NPOLIEC BiACYTHIN.
69. | OOBYTAMIH PO34nH Ans iHdY3in, Aomepa HimeuunH Contochapm HimeyuunHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a He UA/5714/01/01
AOMEOA 250 mr/50 mn; no 50 ApuHaimITT a dapmavonTiwe 3miHn | TMny - 3miHK 3 aKocTi. [oToBUIA peuenmom nidnsieae
M (250 mr) y enb Mv6X EpuoiirHicce

cnakoHi; no 1
brakoHy B KapTOHHil
Kopobui; no 50 mn
(250 mr) y donakoHi; no
1 dpnakoHy B
KapTOHHiI kopobL; no
5 kapTOHHUX KOPObOK
y nniBLj

m6X

nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO fiKapCbKOro 3acoby (3MeHLUEHHS
TEPMiHY NpuAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - [Ins TOpProBoi YNakoBKW - 3MEHLLEHHSI
TEPMiHY NpUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby 3 3 pokiB Ha 18 micsauiB 06ymoBneHo
pesynbTaTaMu AoCnigXeHHs cTabinbHOCTI.
3MiHu BHeceHi B po3gin "TepMiH npugaTtHocTi" B
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[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

nonieTUnNeHoBIn

iHCTpYKLito ANt MEAWMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby

70.

EKBOPAJ®

Kancynu m'ski no 25
mr; no 10 kancyn y
GnicTepi; no 5
6nicTepiB y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa Yex

IHaacTpi3 c.p.o.

Yecbka
Pecnybnika

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBuN
nikapcbkuin 3aci6. KOHTponb AOMOMiKHUX
peyoBMH. 3MiHa napameTpiB cneumdikaLin
Ta/abo [onycTUMUX MeX A5 4ONOMKHOI
peYoBUHM (BUNYyYEHHSN 3i cneundikaLii
He3Ha4HOro nokasHuka (Hanpuknag 3acTapinoro
nokasHuka))

BUITYYEHHS 3acTapinoro nokasHuka «Baxki
MeTanuy 3i cneumdikawii LONOMIXXHOI pe4OBUHMU
nonirniuepon-3 MoHooneaTy. A TakOX BHECEHHS
pedakuinHux npaBok Ans napameTpis «lodine
value» Ta «Peroxide value» gns npuBeaeHHst oo
cneumdikauii ONOMIDKHOT pe4OoBUHU
nonirniuepon-3 MoHooneary

3a
peuenmom

UA/7471/02/01

71.

EKBOPAJI®

kancynu m'aki no 50
mr, no 10 kancyn y
6nictepi; no 5
GnicTtepiB y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa Yex

IHaacTpi3 c.p.o.

Yecbka
Pecnybnika

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | Tuny - 3MiHK 3 sKocTi. [oToBUN
nikapcbkui 3aci6. KoHTponb AONOMDKHMX
peyoBMH. 3MiHa napameTpiB cneumdikaLin
Ta/abo gonyCTMMUX MEX A1 AONOMIKHOT
pPeYoBUHYM (BUNYYEHHS 3i cneundikaLii
He3Ha4HOro nokasHuka (Hanpuknag 3actapinoro
nokasHuka))

BUITYYEHHS 3acTapinoro nokasHuka «Baxki
MeTanuy 3i cneumaikaLii SONOMDKHOI pe4OBUHM
nonirniuepon-3 moHooneaTty. A TaKOX BHECEHHS
peAakuinHux npaBok Ansa napameTpis «lodine
value» Ta «Peroxide value» ans npuBeaeHHs 4o
cneuudikaLii JONOMKHOT pEYOBUHU
nonirniueporn-3 MoHooneary

3a
peuenmom

UA/7471/02/02

72.

EKBOPAJI®

kancynum m'ski no 100
mr, no 10 kancyn y
Gnictepi; no 5
GnicTtepiB y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa Yex

IHpacTpi3 c.p.o.

Yecbka
Pecnybnika

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMN
nikapcbkui 3aci6. KoHTponb AONOMDKHMX
peyoBuH. 3MiHa napameTpiB cneuudikaLi
Ta/abo [onyCTUMUX MEX A1S AONOMKHOT
peYoBUHM (BUIyHEHHS 3i cnieumndikauii
He3Ha4yHoro nNokasHuka (Hanpuknag 3acTapinoro
nokasHuka))

BUITYYEHHS 3acTapinoro nokasHvka «Baxki
mMeTanuy 3i cneumadikaLii JONOMIKHOI pe4OBUHM
nonirniyeporn-3 moHooneaTty. A TakoX BHECEHHS
pefakuinHux npaBok Ans napameTpis «lodine
value» Ta «Peroxide value» onsi npuseaeHHs oo
cneuundikaLii LONOMIKHOT pe4oBUHN
nonirniuepon-3 MoHoonearty

3a
peuenmom

UA/7471/02/03

73.

ENI3IYM

po34nH opanbHuin 0,5
mr/mn; no 60 mn abo

CninbHe
YKPaiHCbKO-

YkpaiHa

CninbHe
YKpaiHCbKO-

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHu | TMny - 3MiHKM Wwopo

6e3
peuenma

nidnsieae

UA/18400/01/01




46 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
120 mMn y KOHTeWHepi icnaHcbke icnaHcbke 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
i3 niagnpuemcTs nignpueMcTao (iHwWi 3MiHWM) 3MiHM BHECEHO [0 IHCTPYKLIT Ans
nonietTuneHtTepedTan 0 "Cnepko "Cnepko MeOMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby
aty abo no 120 mny YkpaiHa" YkpaiHa" 0o posginy "Mo6iyHi peakuii” woao
KOHTeWHepi 3i ckna, NoBiJOMITEHHSI PO MNiA03ptoBaHi NobivHi peakLii.
3aKPUTOMY KPULLIKOKO 3 TepMmiH BBeOEHHS 3MiH NPOTAroM 6 micauis nicns
KOHTpOMeM nepLUoro 3aTBepOKeHHs. 3MiHu | Tuny - 3miHn wopao
BiAKPUTTS 3 JO3YI0YOI0 6e3nekv/edekTMBHOCTI Ta hapmakoHarnaay.
JIOXKOI Ta [03YH4UM 3MiHa y KOpOTKili XapaKkTepucTuLi nikapcbkoro
LINPULIOM Y nayui 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans
MeOM4YHOro 3acToCyBaHHS Ha niacTasi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHui nepioa, abo sk pesynbTaTt
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiZNOBIQHO A0 NNaHy negiaTpuyHMX AoChioXeHb
(PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
YNOBHOBaXXeHUM opraHom) 3MiHN BHECEHO A0
IHCTPYKLUii ANs MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginy "MoGiyHi
peakuii” BiANOBIgHO OHOBMEHOI iHopmauii 3
6esnekun [itoyoi pe4oBMHM Ae3nopaTaguHy
3rigHo pekoMeHgauii PRAC. TepmiH BBeAeHHs!
3MiH NpoTAroM 6 MicsauiB Nicnsa 3aTBepAXeHHs
74. | EHBPEN® PO34MH AN iH'eKLN, Mdbanszep CLA KOHTPOMb SKOCTI Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/16786/01/01
50 mr/mn; 4 Eny.Ci.Ni. nikapcbKkoro Benbris 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom nionsizae
nonepegHL0 Kopnopeww 3acoby B HaliMeHyBaHHs Ta/abo agpecu micus
HaMoBHEHI LUNpULKX No H nonepegHLo NPOBaIXeHHs OisnbHOCTI BUpobHUKa/imnopTepa
0,5 mn (25 mr) abo no HanoBHEHUX roTOBOrO fikapcbKoro 3acoby, BKIoYaum
1 mn (50 wr), abo 4 Lwnpuuax: OinbHWL BUNYycKy cepii abo micLe npoBeaeHHs
nornepegHLo Mdpanszep KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
HanoBHeHi pyyku no 1 Ipneng BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIl) -
Mn (50 mr), 4 TamnoHK dapmaceyTukan AOmiHicTpaTuUBHa 3MiHa agpecu 3aTBepaAXeHOl
3i cnupTom y c, lpnangis BUpOGHWYOI AinbHuui M3 MNdarsep
NnacTUKoBOMy BUPOGHMLTBO MeHiopekyypuHr Benbria HB ans npuBegeHHs y
KOHTEWHepi; nikapcbKkoro BiQMNOBIAHICTb 4O aApecu 3a3HayvYeHol Ha canTi
nnacTuKoBWN 3acoby B EudraGMDP. He 6yno »oaHuX 3MiH y Ha3Bi
KOHTeWHep y nonepegHbL0 BUPOGHMYOT AinbHULI, Pi3UYHOMY po3TallyBaHHi
KapTOHHiIl kopobui HanoBHEHUX AinbHULI, NpoLeci Ta KOHTPOi, NOB’A3aHOMY 3
Lnpuuax, BMPOGHMLITBOM NiKapcbKoro 3acoby. 3miHu

KOHTPOMb AKOCTI
nikapcbKkoro
3acoby B
nonepeaHLo
HanoBHEHWUX
wnpuuax, Kpim
TecTy "bioaHanis
anonTosy";

BHECEHO B iHCTPYKLIO Ansi MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ain
«MicuesHaxompkeHHs BUpOOHMKa Ta agpeca

Micusi NpOBaKEHHS MOro QisiNbHOCTI» 3
BiANOBIAHNMY 3MiHAMW Y TEKCTI MapKyBaHHSI
yMaKoBKW nikapcbkoro 3acoby. BeeaeHHs1 3amiH
NPOTArom 6-T MicsAUIB NiCNsA 3aTBEPAKEHHS
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
CKNagaHHs i
TeCTyBaHHS
nonepeaHLo
HanoBHEHWX
py4qoK;
MapKyBaHHS,
BTOPWHHE
nakyBaHHs1,
BUNYCK cepii
roToBOro
nikapcbkoro
3acoby:
Mdbansep
MeHtodekdypuH
r Benbris HB,
Benbris
75. | EHCMNPIHI® PO34MH AN iH'eKLN, TOB «Pouw Ykpaina BTOPWHHE LLisenuapis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/18885/01/01
no 120 mr; no 1 YkpaiHa» nakyBaHH4, AnoHia 3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
nonepegHLo BUMYCK cepii: nikapcbkuii 3aci6. 3MiHK y BUPOBGHULTBI. 3MiHN Y
HaroBHEHOMY LLNPULYY . XopdpmaHH- npoLeci BUPOBHMLITBa rOTOBOTO NiKapCbKOro
Y KapTOHHIl kopobui Ia Pow J1tA, 3acoby, BKMOYa4M NPOMIKHUIA NPOAYKT, WO
LLisenuapis 3aCTOCOBYETLCS NMPU BUPOGHULTBI FOTOBOrO
BUNPOOyBaHHSA nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoueci
KOHTPOTIO BMpobHMLUTBa) BBEaeHHs ogHOpa3oBoro
SAKOCTI: nonepegHbo 3ibpaHoro cTepuribHOro INbLTPY Ha
Yyran ®apma eTani crepunidytoyoi dinbTpadii 3amicTb
MaHydeKTypuHr 6araTopa3oBoro, L0 3aCTOCOBYETLCS MICNst
Ko, Ilta, AnoHis aBTOKMNaByBaHHSA. HoBui dinbTp Mae Ton camun
BMPOBHMLTBO po3mip nop memb6panu Ta matepian (PVDF).
Hepo3sdacoBaHo BBeaeHHs 3MiH NnpoTsrom 6-Tu micauiB nicns
ro nikapcbkoro 3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
3aco0y, [oToBMI Nikapcbkuin 3aci6. 3MiHN y
nepBuHHe BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
nakyBaHHs, [OMYCTUMMX MEX, BCTAHOBMEHUX Y
BUNpobyBaHHsA cneumdikauisx, nig Yac BUpobHULITBA rOTOBOTO
KOHTPOIO nikapcbKkoro 3acoby (BWUMyYeHHs HeCYyTTEBOrO
SIKOCTi: BuNpobyBaHHs B Npoueci BUpobHMUTBaA)
Yyran ®apma BupaneHHs nepesipku LinicTHOCTI dinbTpa
MaHydekTypuHr nepep inbTpyBaHHAM Y CTEPUnbHIN inbTpaLii

Ko, JlTa, AnoHis

(IPC), ockinbku nepesipka NpoBOAUTLCS
BVMPOGHMKOM OHOPa30BOro nonepeaHsL0
3i6paHoro ctepunbHoro ginbTpa. OHOBNEHHS
po3ginis 3.2.P. rotoBuin nikapcbkuii 3aci6
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS.
3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHW y
npoueci BUpobHWLTBa rOTOBOrO MikapCbKoro
3aco0by, BKNOYa4un NpOMDKHUIA NPOAYKT, L0
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3aCTOCOBYETbCSI MPY BUPOOHMLTBI FOTOBOTO
nikapcbkoro 3acoby (HesHayHa 3miHa y npoueci
BUpOGHMLTBA) 3MiHa CMCTEMM OAHOPA30BUX
nakeTiB s 3MillyBaHHSA Ha eTani 06'egHaHHSA
Ta 3miyBaHHS. [NakeT mae Ton xe cknag
(LDPE). Ane iHwwuin 06’em 100 n, 3aMicTb
25/50n. BBegeHHs 3MiH NpoTsirom 6-Tu micsuis
nicns 3aTBEPAXEHHS.
76. | EPIQOH® PO34MH opanbHui, 1 TOB YkpaiHa BUPOBHMUTBO, Woppaaisi/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/16894/01/01
mr/mn no 30 mny "ACIHO nakyBaHHs Ta Ipnangis 3MiHu | TMny - 3MiHK 3 siKocTi. MeguyHi npucTpoi peuenmom nidnsieae
dnakoHi; no 1 YKPAIHA" KOHTPOMb SKOCTI (iHWi 3MiHWM) — BHECEHHSA 3MiH 4O MaTepianis
bnakoHy y KOMMAEKTi nikapcbKkoro peecTpaLiiHOro 4OCkE fikapcbkoro 3acoby
3 A03Y0YO0 MiNEeTKO 3acoby: [lap EpigoH, po3unH opanbHuiA, 1 Mr/min, a came B
B KAPTOHHI nayui Anb [aBa po3gini 3.2.P.7. Cncrema
[esenonmeHT KOHTeNHep/3aKynoptoBanbHuUiA 3acio -
eHp |[HBeCTMEHT BuAanNeHHs 3axmcHoro dyTnapa ang Ao3y4yoi
Ko. nTg., nineTkM 3 BHECEHHSAM BiAMNOBIAHOI 3MiHOT 4O
MopaaHis; crneumgikaLii 4o3y4oro NpUCTpoto (4o3y4ol
KOHTPOSb AKOCTI nineTkn) 3mMiHN BHECEHO B iHCTPYKLitO 4N
Ta BMNYyCK cepii: MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby
LLaHenb 0o posginy "Cnocib 3actocyBaHHs Ta 4o3n"
Megikan BiANOBIQHO OO MaTepianiB peecTpauiiHoro
AHnimiTen nocbe (B 3B's13Ky 3 BUOANEHHSIM 3aXMCHOro
KomnaHi, dyTnsipa ons 4o3y4yoi ninetku). BeBeaeHHs
Ipnangis; 3MiH NpOTArom 6-Tn MicauiB nicns
KOHTPOSb SIKOCTI 3aTBEPAKEHHSI
(mikpobionoriyHu
1 KOHTPOIb):
Komnnit
INa6opaTopi
ConyLuHs,
Ipnangis
77. | ECUATAM 10 | TabneTku, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/13228/01/01
nniBKOBOO "ACIHO Crapt", YkpaiHa 3MiHu | Tuny - 3miHn Wwopo peuenmom nionsizae
o6ornoHkoto, no 10 mr, YKPAIHA" (dacyBaHHsa Ta 6e3nekn/edeKTMBHOCTI Ta dbapmakoHarnsay.

no 10 Tabnetok y

6nicTepi; no 3 abo no

6 6nicTepiB y
KapTOHHIN navui

nakyBaHHs 3
dopmu in bulk
ipmu CiHTOH
Xicnarnis, C.J1.,
Icnanis)

3MiHU y KOPOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLUii Ans
MeAMNYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpnaHnx/GionodibHUX nikapcbkmx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHU Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaAaHHS XOAHUX HOBUX JOAATKOBUX AaHUX).
3MiHU BHeCEHO [0 iHCTPYKUii Ans MeaM4Horo
3acTocyBaHHS NikapCbKOro 3acody y po3ainu:
"®PapmakoTepanesTuyHa rpyna. Kog ATX"
(yTOoYHeHHs iHdopmalLii 6e3 3miHu kogy ATX),
"®apmakonorivHi BnactusocTi", "B3aemopis 3
iHLWIMMKM nikapcbkuMK 3acobamu Ta iHWi Buam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
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[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

"3acTocyBaHHs y nepiog BariTHocTi abo
rofyBaHHs rpyaat”, "Cnocib 3actocyBaHHs Ta
posun”, "Oitn", "Mepeno3yBaHHs", "MoGiyHi
peakuii” BignosigHo 4o iHbopmaLii woao
MeON4YHOro 3acToCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (LUMMNPANEKC, TabneTku,
BKPUTi NNiBKOBOI 060NOHKOW). BBEAEHHS 3MiHM
NpoTArom 6-T1 MicsAUIB NicNsA 3aTBEPAXKEHHS

78.

ECLIUTAM 20

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 20 wmr,
no 10 Tabnetok y
Gnictepi; no 3 abo no
6 6nicTepiB y
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
CrapT", YkpaiHa
(cbacyBaHHs Ta

nakyBaHHs 3
copmu in bulk

ipmu CiHTOH
Xicnanis, C.J1.,

Icnanis)

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3mMiHu Wwopo
6e3nekv/edekTMBHOCTI Ta hapmakoHarnsay.
3MiHM Y KOPOTKil XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii aAns
MEeOUYHOro 3aCTOCyBaHHS
reHepuYHNX/riGpnaHnX/6ionogibHNX Nikapcbknx
3acobiB nicns BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaflaHHS )XOAHUX HOBWX AOAATKOBUX AaHUX).
3MiHM BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3acToCyBaHHS NikapCbKoro 3acoby y posainu:
"dapmakoTepaneBTunyHa rpyna. Kog ATX"
(yTouHeHHs iHdpopmalii 6e3 amiHu kogy ATX),
"®apmakonorivyHi BnactmeocTi", "B3aemopis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUuan
B3aemogin", "OcobnmneocTi 3acTtocyBaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rofgyBaHHs rpyaak”, "Cnocib 3actocyBaHHs Ta
posu", "Oitn", "MepenosysaHHs", "MoGivHi
peakuii" BignosigHo 4o iHbopmalii Wwoao
MeAMNYHOro 3aCTOCyBaHHsi pedpepeHTHOro
nikapcbkoro 3acoby (LIMMNPAJEKC, TabneTku,
BKPUTi MNiBKOBOKO 060OMOHKO0). BBEAEHHS 3MiHK
NpoTArom 6-T1 MicsAUIB NicNs 3aTBepAKEHHS

3a
peuernmom

He
nidnsieae

UA/13228/01/02

79.

ECLUTAM®
ACIHO

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 10 mr
no 10 Tabnetok y
6nictepi; no 1, 3 abo 6
GnicTepiB y KapTOHHIW
navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MiHu | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHW y KOPOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeANYHOrOo 3aCTOCYBaHHS
reHepuYHUX/ribpuaHnx/GionodibHUX nikapcbkux
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pecbepeHTHUIA Npenapar (3miHa He noTpebye
HaAaHHS >XOAHMX HOBUX JOAATKOBUX AaHUX)
3MiHVM BHECEHO A0 iHCTPYKLii AN MeauyHoro
3acToCyBaHHSA nikapcbkoro 3acoby y posainu:
"®apmakonorivHi BnactusocTi", "B3aemopis 3
iHLIMMK NiKapcbknMK 3acobamu Ta iHLWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo

3a
peuenmom

He
nidnseae

UA/15764/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep

peecmpayiliHo2o

noceid4yeHHs1

rogyBaHHs rpygat”, "Cnocib 3actocyBaHHs Ta
posu", "Oitn", "MepenosysaHHs", "MoGivHi
peakuii” BignosigHo 4o iHbopmaLii woao
MeAMYHOro 3acToCyBaHHsi pedpepeHTHOro
nikapcbkoro 3acoby (LIMMNPAJIEKC, TabneTku,
BKPWTi NNiBkOBOI 060MOHKO). BBEAEHHS 3MiH
npoTsArom 6-T1 MicsILiB Nicns 3aTBepAKEHHS

80.

ECLUMTAM®
ACIHO

TabneTku, BKPUTI
NniBKOBOIO
obornoHkoto, no 20 mr
no 10 Tabnetok y
Gnictepi; no 1,3 abo 6
GricTepiB y KAPTOHHIN
nayui

TOB
"ACIHO
YKPATHA"

Ykpaina

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHN Y KOPOTKil XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MEeAMNYHOrO 3aCTOCYBaHHS!
reHepuyHMX/ribpnaHnx/GionodibHnx nikapcbKknx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUI npenapaT (3MiHa He nNoTpebye
HaJaHHS XXOOHNX HOBUX AOAATKOBMX OAHMX)
3MiHM BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"®apmakonorivyHi BnactusocTi", "B3aemogis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUuan
B3aemogin", "OcobnuneocTi 3acTtocyBaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHsa rpygato”, "Cnocib 3actocyBaHHs Ta
posun”, "Oitn", "Mepeno3ysaHHs”, "MoGiyHi
peakuii" BignosigHo 8o iHbopmalii woao
MeAMYHOro 3aCTOCyBaHHsi pepepeHTHOro
nikapcbkoro 3acoby (LUIMMNPAJEKC, TabneTku,
BKPUTi MNiBKOBOO 06050HKO). BBEAEHHS 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS

3a
peuernmom

He
nidnsieae

UA/15764/01/02

81.

E®MEPUH

NMOPOLLIOK AN PO3YUHY
ons ivekuimno 1r, 1
NaKkoH 3 NOPOLLKOM B
KopoobLi

AHaHTa
Megikeap
nra.

Benuka
BpuTtaHisa

"BeHyc Pemepic
Timiten", Ingia
AHaHTa
Megikeap
Nimiten, IHaisa

IHAis

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis:
3MiHn | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
npoBaXeHHs AisnbHOCTI BUpoGHMKa/imnopTepa
roTOBOrO fikapCbKOro 3acoby, BKIo4am
OinbHWL BUNYycKy cepii abo micle npoBeaeHHs
KOHTPOIO SIKOCTI. (QiSiNbHICTb, 3a sIKy Bignosigae
BMPOBHMK/IMNOpTEp, BKINOYA4M BUMYCK CEPIl) -
MpuBeaeHHst agpecy BupobHuka 13 AHaHTa
Megaikeap JlimiTeq, y BignoBigHicTb A0
CepTudpikaTy BignoBigHOCTI yMOB BUPOOHMLTBA
J13 Bumoram HBI, BuaaHoro Jepxnikcnyx6oto
YkpaiHu, a came BUNpaBneHo aHNinCbKui
BapiaHT agpecu. BupobHuya ainbHuus Ta yci
BMPOGHMWYI onepallii 3anuwakTbCst HE3MIHHUMK

3a
peuenmom

UA/16125/01/01

82.

E®MEPUH

NMOPOLLIOK AN PO3YUHY
ons ivekuimno 2, 1
pnaKkoH 3 NOPOLLKOM B
KopobLi

AHaHTa
Megikeap
nra.

Benuka
BputaHisa

"BeHyc Pemepic
Nimiten", Inaia
AHaHTa
Megikeap

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHn | Tuny - AgMiHiCcTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXXeHHS AisnbHOCTI BUpObHWKa/imnopTepa

3a
peuernmom

UA/16125/01/02
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Nimitea, IHaia roTOBOrO JlikapCbKoro 3acoby, BKo4ar4m
AinbHUL BUNYycKy cepii abo micLe NnpoBeaeHHs
KOHTPOJIO AKOCTI. (QisNbHICTL, 3a SKy Bignosinae
BUPOGHMK/iIMNIOPTEP, BKIOYAOUM BUNYCK CEPIlt) -
MpuBeneHHs agpecn BupobHuka M3 AHaHTa
Megikeap JimiTeq, y BignoBigHiCTb 40
CepTucbikaTty BignoBigHOCTi yMOB BUPOGHMLTBA
113 Bumoram HBI, BuaaHoro Aepxnikcnyx6oto
YkpaiHu, a came BUNpaBieHO aHNiNCbKui
BapiaHT agpecn. BupobHnya ginbHuusa Ta yci
BMPOOHWYI onepaLii 3anuLuaTbcs He3MiHHUMM
83. | EBPODPACT kancynu m'siki, no 400 €Bpo IHais Onis Xenckep IHgis BHECEHHS1 3MiH JO peecTpaLiHMX maTepianis: 6e3 nidnsieae UA/19861/01/02
CO®PTKAINC mr, no 10 kancyn y TNandkep 3MiHu | Tuny - AgmiHicTpaTUBHI 3MiHW. 3MiHa peuenma
6nicTepi; mo 1 abo no MpawBsiT Ha3BM nikapcbKoro 3acoby - 3miHa Ha3Bu
2 6nictepu B Nimiteq nikapcbkoro 3acoby: 3ateepmpkeHo: IBYCOPT
KapTOHHIl kopobui IBUSOFT 3anponoHoBaHo: EBPODACT
CO®TKAIMNC EUROFAST SOFTCAPS
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPAKEHHS
84. | EBPODACT Kancynm m'ski, no 200 €Bpo IHAisA Onie Xenckep IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/19861/01/01
CO®PTKAINC mr, no 10 kancyn y TNandkep 3MiHu | Tuny - AgmiHicTpaTUBHI 3MiHW. 3MiHa peuenma
6nicTepi; mo 1 abo no MpawBsiT Ha3BM nikapcbKoro 3acoby - 3miHa Ha3Bu
2 6nictepn B JlimiTen nikapcekoro 3acoby: 3atBepmkeHo: IBYCOPT
KapTOHHIl kopobui IBUSOFT 3anponoHoBaHo: EBPODACT
CO®TKAIMNC EUROFAST SOFTCAPS
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHS
85. | 3BIPOBOIO TpaBano60rabo75r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH JO peeCcTpaLiiHMX maTtepianis: be3 - UA/5675/01/01
TPABA y naykax 3 BHYTPILLHIM "IMikTpaBun" "MNiktpasn" 3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA peuenma
naketom; no 1,5ry nikapcbkuii 3aci6. Cuctema
dinbTp-nakeTi; no 20 KOHTelHep/3aKkynoptoBarnbHuUiA 3aci6 (iHLWwi 3MiHK)
inbTp-NakeTiB y — BHECEHHS 3MiH A0 cneuudikauii 3 KOHTPOIo
nayui; no 1,5ry nepBUHHOIO NakyBanbHoro matepiany (Manip
dinbTp-nakeTi; no 20 inbTPyBanbHMI), a came JONOBHEHHS
inbTp-NakeTiB y nokasHuka «lpeHTudikauis (30BHiLLHi O3HaKM)»
nayui 3 BHyTPILLHIM BKIMFOYEHHAM 40AaTKOBUX O3HAK AnNs
nakeTomM BidyanbHOro koHTpornto «6) Konip»
86. | SUPOMUH TabneTkn, BKpUTI TOB Ykpaina YOPNA TypeuunHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a He UA/12748/01/01
nniBKOBOO «YorPng MEOWUNH 3miHa 3asiBHMKa (BNacHUKa peecTpaLiiHoro peuernmom nionseae
obornoHkoto, no 500 mr | MEAUNLINH» IITAY CAH. BE noceigyeHHs) (3rigHo Hakasy MO3 Big
no 3 Tabnetkn y TIDK. A.LL. 23.07.2015 Ne460) TepmiH BBEAEHHSA 3MiH

GnicTepi, no 1
GnicTepy B KapTOHHiV
KopobLi

npoTarom 6 MicsUiB Nicns 3aTBepKEHHS. 3MiHU
| TMny - 3MiHK Wopo 6e3nekn/eekTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3amiHv oo
y3aranbHeHVX AaHuX Npo cucTemy
cbapmakoHarnsgy (BBeAeHHs y3ararbHEeHnx
[aHuX Npo cucteMy hapMakoHarnsigy, aMmiHa
ynoBHOBaxeHoi ocobwu, BianoBiganbHoi 3a
34iicHeHHs1 dhapMakoHarnaay; KOHTaKTHOI ocobu
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Ne
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Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
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Bupo6bHuk

Kpaina
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PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

3 (hapmakoHarnagy 3asBHUKa 4ns 30iNCHEHHA
apmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iCHEHHS hapmakoHarnsgy
(BKNOYaOUM KOHTaKTHI AaHi) Ta/abo 3miHn y
pPO3MiLLeHHi MacTep-daina cuctemm
dapmakoHarnsay)
3miHa ynoBHOBaXkeHOT 0cobu 3asiBHUKA,
BignoBigansHoi 3a hapmakoHarnag. [itova
peaakuisi: Mescim Inbk6axap LiHvens / Mrs.
Mevsim llkbahar Dincel. MponoHoBaHra
pegakuis: Myano MNaHHa CtaHicnasiBHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsg.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
capmakoHarnsgy. 3MiHa MicLe3HaxoaKeHHst
macTtep-carina cuctemmn chapmakoHarnagy.
3Minn | TMNy - AgMiHicTpaTuBHI 3MiHW.
BunyyeHHs BUpOGHMYOI AinbHULi (BKIOYa04mM
ainbHuui ana A®I, npomixxHoro npogykty abo
roTOBOrO Jlikapcbkoro 3acoby, AinbHULi ans
npoBeAeHHs! NakyBaHHsi, BUPOOHWKa,
BiZNOBIgaNbHOro 3a BUNYCK Cepin, mMicue
NPOBEAEHHST KOHTPOIIO cepii) abo
nocTayarnbHvKa BMXiQHOIO MaTepiany, peareHTty
ab0o [ONOMIXKHOI PEe4OBMHM (SKLLO 3a3HaYeHOo y
Oocbe) AaMiHicTpaTMBHa 3MiHa Yy 3B'A3KY 3
BUITYYEHHSIM 3aTBEpAXKEHOro BUpoGHuka M3
Biodapma Inay Can. Be Tigx. A.LL., TypevunHa/
Biofarma llac San. ve Tic. A.S., Turkey,
BiQMNOBiganbLHOro 3a BUpobHULITBO, BUNYCK CEpIl,
NpoBEeAEHHS KOHTPOIO SKOCTi Cepiii, NepBUHHE
Ta BTOPWHHE MakyBaHHs. 3anuvwaeTtcs
anbTepHaTUBHUIA BUPOGHUK, KOTPUIA BUKOHYE BCi
dyHKUii, Wwo 1 Bunyyennn (YOPIA MEOULIMH
IJIAY CAH. BE TIK. A.L., TypeyuunHa/
WORLD MEDICINE ILAC SAN. VE TIC. A.S,,
Turkey). TepmiH BBeAEHHS 3MiH MPOTSAromM 6
MicsILLiB Micnsi 3aTBEPOKEHHS.

87.

30JIEOPOHO
BA KMCJIOTA

KOHLeHTpaT Ans
PO34MHY AN iHAY3in,
0,8 mr/Mnno 5 mn B
amnyni, no 1 amnyni B
Gnictepi, no 1
Gnictepy B nauyui, no 5
amnyn B 6nictepi, no 1
abo no 2 brictepu B
navui

MpuBaTHe
akuioHepHe
TOBapuCTBO

"Nekxim-
Xapki"

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapWCTBO

"Nekxim-Xapkis"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponevicbkint hapmakonei/MmoHorpadii. 3miHu,
NoB'sI3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dapmakonei aepxasu €C (iHLwi
3MiHM) CynyTHS! 3MiHa - 3MiHK 3 SIKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat

3a
peuernmom

UA/16730/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk
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eUPOb6HUKa
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Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXiaHICTIO NpMBeaeHHs Yy BignoBIgHICTb A0
MoHorpagii JdY abo €sponeincbkoi
apmakonei, abo iHLWOoi HaLioHanbHOT
capmakonei gepxasu €C (iHWi 3miHM)
MpuBegeHHs cneundikaLii Ta MeToais
KOHTPOMIO Aito4oi pevoBuHN 30neapoHoBa
KMCNOTa MOHorigpar, Yy BignoBigHICTb A0 BUMOT
nito4oi MmoHorpadpii EP Ta BUny4eHHs1 nokasHuka
«Baxki meTann».

88.

30JIEAPOHO
BA KUCNOTA
MOHOrIAPA
T

NopOLLIOK
KpUcTaniyHmm
(cybeTaHuis) y
NOABINHNX
nonieTMneHoBnx
naketax ons
dapmaLleBTUHHOIO
3acTocyBaHHSA

MpuBaTHe
aKkuioHepHe
TOBapucCTBO

"Nekxim -

Xapkis"

YkpaiHa

Manpimen C.A.

ApreHTuHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeOOXiAHICTIO NpMBEaEHHS Y
BigNoBIgHICTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWoi
HauioHanbHoi hapmakonei gepxxaeu €C (3miHa
y cneuudikauisix, Nos's3aHa 3i amiHamu B OV,
abo €Bponeicbkin hapmakonei, abo iHLWin
HauioHanbHi hapmakonei gepxxasu €C)
CynyTHS 3miHa - 3MiHK 3 skocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponeiickkin hapmakonei/MoHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dapmakonei aepxasu €C (iHwi
3MiHN)
npvBeAeHHs cneumdikauii giro4oi pevyoBUHN
30/1e4POHOBOI KMCMOTK A0 BUMOT MOHOrpadii
Zoledronic acid monohydrate Ph Eur, gitode
BUAAHHSA Ta, SIK HAcnigokK, 3MiHU B BigNOBigHMX
MeToAax KOHTPOI. Takox, y 3B'A3Ky i3
BHECEeHHsAM 3MiH Ao cneundikauii APl 3a
nokasHukoM «KinbkicHe BU3Ha4YeHHsA», BHECEHO
BigNOBIAHI 3MiHM B po3ain «Cknaa» B MPOEKTH
3MiH Ao MKA Ha AdI.

UA/16731/01/01

89.

30J710TOTUC
AYHUKA
TPABA

TpaBano75ry
naykax 3 BHYTPILLHIM
naketom; no 1,5ry
dinbTp-nakeTi; no 20
dinbTp-NakeTiB y
nayui 3 BHyTpPILWHIM
naketom; no 1,5ry
dinbTp-nakeTi; no 20
inbTp-NakeTiB y
navuj

MpAT
"IMikTpaBun"

YkpaiHa

MpAT
"Miktpasun"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis:
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHUiA 3aci6 (iHLwi 3MiHK)
- BHECEHHSI 3MiH [0 cneumdikauii 3 KOHTPOM
nepBUHHOIO NakyBanbHoro matepiany (Manip
inbTpyBanbHWIA), a came OONOBHEHHS
nokasHuka «lpeHTudikauisi (30BHiLLHI O3HaKM)»
BKIIOYEHHSAM J0AaTKOBMX O3HaK Ans
BizyanbHoro koHTponto «6) Konip»

6e3
peuenma

UA/8472/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
90. | IBYNMPO®EH kancynu no 400 mr, no | ToBapucTBO YkpaiHa ToBapwucTBoO 3 YkpaiHa BHECEHHS1 3MiH JO peecTpaLiHMX maTepianis: be3 nidnsieae UA/16147/01/02
10 kancyn y 6nictepi, 3 obmMexeHoto 3MiHn | TUnYy - 3miHK Wwopo peuyenma
no 1 abo 2 6nictepn 'y oBMexXeHo BignoBigansHicT 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
KopobLi 3 KapTOHY Bignosiganb 10 3MiHa y KOpOTKili XapaKTepucTULi nikapcbkoro
HiCTIO "®apmaueBTuYH 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
"dapmaueBT a cipma MeLMYHOro 3acToCcyBaHHA Ha niacrasi
nyHa dipma "BepTekc", pPerynsipHo OHOBIOBAHOIO 3BiTy 3 6e3nekn
"BepTtekc" YkpaiHa nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
(BMpPOOHMLTBO 3 3acTOCyBaHHsI NikapcbKoro 3acoby B
npoaykuii in bulk nicnapeecTpauinHui nepiod, abo sk pesynbTaT
Tosapuctsa 3 OLjiHKM 3BITY 3 AOCMIAXEHb, NPOBEAEHNX
obmMexeHow BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
BignosiganbHIiCT (PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
10 YNOBHOBAXXEHVM OpraHom)
«dapmaLeBTUYH 3MiHU BHeceHO B |HCTPYKLit0 Ans Mean4Horo
a KommnaHis 3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy
«300poB’sy, "3acTocyBaHHs y nepiog BariTHOCTi abo
YkpaiHa) rogyBaHHs rpyaar” BignosigHO 40 OHOBEHO!
iHbopMmalii Wwoao 6e3nekn 3acTocyBaHHS ito4oi
peyoBMHYM 3rigHo 3 pekomeHaauieto PRAC.
CynyTHS 3MiHa - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHb Ta yMOB
BMAayi peecTpauinHoro NocBiaYeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHSA TEKCTY, KW NOTOMKEHUN 3
KOMMETEHTHUM opraHoM) 3asiBHUKOM HaJaHo
OHoBreHun NMnaH ynpasniHHS pu3ukamun Bepcis
3.0. 3miHn BHeceHo o yacTtuH: |l "Cneundikadis
3 6e3nekun”, V " 3axoam 3 MiHimizauii puaukis", VI
"PesioMe nnaHy ynpasniHHs pusnkamun”, VII
"NopaTtkn" Ha OCHOBI OHOBMEHOI iHchopmaLlii 3
6e3neku LWoao BHECEHHS 3MiH Ta AOMNOBHEHb Ha
nigctasi pekomeHgauii PRAC.
91. | IBYNMPO®EH kancynu no 200 mr, no | ToBapucTeo Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nionszae UA/16147/01/01
10 kancyn y 6nicTepi, 3 obmexeHoto 3MiHu | TUny - 3miHun Wwopo peuenma
no 1 abo 2 6rnictepuy | obmexeHot BignoBiganbHicT 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
KopobLi 3 KapTOHY Bignosigans 10 3MiHa y KOpOTKil XapakTepucTuLli nikapcbkoro
HicTIO "®apmMaueBTUYH 3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLUii Ans
"®apmaueBT a dipma MeOM4YHOro 3acToCyBaHHS Ha niacTaBsi
n4yHa cipma "BepTekc”, perynsipHoO OHOBMIOBAHOTO 3BiTYy 3 6e3neku
"Beptekc" YkpaiHa nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku

(BUPOBHMLTBO 3
npoaykuii in bulk
ToBapwucTBa 3
0oBGMeXeHOo
BianoBiganbHicT
10
«dapmaueBTUYH

3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHun nepioa, abo sk pesynbtaT
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHUX
Bi4NOBIAHO A0 NnaHy negiaTpuyHMX AoChigXeHb
(PIP) (3miHy y3rog)XeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHVNM OpraHoMm)
3MiHU BHECEHO B IHCTPYKLiO ANt MEAUYHOTO
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a KoMnaHisa
«300poB’a»,
YkpaiHa)

3acToCyBaHHSA Nikapcbkoro 3acoby 4o posginy
"8acTocyBaHHs y nepiof BariTHoOCTi abo
rogyBaHHsA rpy4ar” BignoBigHO 40 OHOBMEHO!
iHdbopMmalii Wwoao 6e3nekn 3acTocyBaHHs Oito4oi
peyoBMHY 3rigHo 3 pekomeHaauieto PRAC.
CynyTHS 3MiHa - 3MiHK Woao
6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BuAayi peecTpauinHoro NnocBigvYeHHs,
BKtoYaroum MnaH ynpaeniHHA pusnkamm
(3acTocyBaHHS TEKCTY, KW NOTOMKEHUA 3
KOMMETEHTHMM opraHoM) 3asiBHUKOM HagaHo
OHOBNEeHWN NnaH ynpaBniHHA pu3nkamu Bepcis
3.0. 3miHn BHeceHo Oo yacTtuH: |l "Cneundikadis
3 Besnekun”, V " 3axogu 3 MiHimizauii pusmkis", VI
"Pestome nnaHy ynpasniHHsa pusmkamu”, VI
"[opaTtkn" Ha OCHOBI OHOBMEHOI iHchopmaLii 3
6e3neku LWoAo BHECEHHS 3MiH Ta JOMOBHEHb Ha
nigcraei pekomergaudii PRAC.

92.

IBY®EH®
ansa aITen
MAJIUHA

CyCneH3is opanbHa,
100 mr/5 mn; no 100
M1 Y NNacTUKOBOMY
(MET) cnakoHi 3
nonieTuneHoBMM
aganTtepowm; no 1
dnakoHy pasom 3
LINpULEM-403aTOPOM
B KapTOHHIM nayui

dapmauesT

MYHWUI 3aBOf,

"TMONb®AP
MA" C.A.

Monbwa

dapmMaueBTUYHN
1 3aBof
"MOJIbGAPMA"
C.A. Biggin
MepaHa B
Cepapggsi

MNonbwa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€sponewicbkin apmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BiQNOBIQHOCTI €BponeWchkin hapmakonei: Ans
ADI; ansa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Yy BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun ceptudikaT Bif yke 3aTBepaXeHOro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponeinchkini papmakonei Ne R1-
CEP 2002-099-Rev 07 (3atBepmxeHo: R1-CEP
2002-099-Rev 05) ans gitoyoi peqyoBuHU
Ibuprofen Bia Bxe 3aTBEpAXEHOro BUPOOHWKa,
KM 3miHMB HasBy 3 HUBEI GRANULES -
BIOCAUSE PHARMACEUTICAL CO., LTD. Ha
HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO,, LTD

bes3
peuenma

UA/9215/01/01

93.

IBY®EH®
®OPTE

cycneHsisi opanbHa 3
MarnuHOBMM
apomarom, no 200
Mmr/5 mn, no 40 mn abo
no 100 mn y dnakoHi;
no 1 dnakoHy 3i
LUNPULOM-A03aTOPOM
Y KapTOHHIl kopobui

dapmauesT

MYHUI 3aBOf,

"MONb®AP
MA" C.A.

MonbLia

dapmaueBTUYHN
1 3aBof
"MONb®APMA"
C.A. Biggin
MepaHa B
Cepapggsi

MNonblia

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiicbkint apmakonei/MmoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignoBigHocTi EBponenchkii hapmakonei: ans
ADI; ans BuxigHoro

6e3
peuyenma

UA/14437/01/01
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sionycky
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aHHsT*

peecmpayiliHo2o
noceid4yeHHs1

matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADIl; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaXeHoro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
CEP 2002-099-Rev 07 (3atBepmxeHo: R1-CEP
2002-099-Rev 05) gns gitoyoi pevyoBuHM
Ibuprofen Big BXe 3aTBEpPAKEHOr0 BUPOOHMKA,
AKku 3miHMB Hassy 3 HUBEI GRANULES -
BIOCAUSE PHARMACEUTICAL CO., LTD. Ha
HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD

94.

IBY®EH®
®OPTE

cycneH3sis oparnbHa 3
NOMYHUYHUM
apomarom, no 200
Mmr/5 mn, no 40 mn abo
no 100 mn y cpnakoHi;
no 1 dnakoHy 3i
LINPULIOM-4,03aTOPOM
Y KapTOHHIln kopobui

dapmanesT

WYHWUI 3aBOf,

"TMONb®AP
MA" C.A.

MonbLwa

dapmaueBTU4HU
1 3aBoA
"MOJIbOAPMA"
C.A. Biggin
MepaHa B
Cepapggsi

MNonblia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikara
BigNoBIgHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; ansa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BiANoBiAHOCTI €Bponencoki hapmakonei) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikata
BiAnNoBigHOCTI €Bponencoki papmakonei Ne R1-
CEP 2002-099-Rev 07 (3atBepmxeHo: R1-CEP
2002-099-Rev 05) ans gitoyoi peqyoBuHU
Ibuprofen Bif Bxe 3aTBepAXXeHOro BUPOOHWKa,
SIKMIA 3miHKB Ha3By 3 HUBEI GRANULES -
BIOCAUSE PHARMACEUTICAL CO., LTD. Ha
HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO,, LTD

6e3
peuenma

be3

UA/12829/02/01

UA/12829/01/01

95.

IBY®EH®
IOHIOP

kancynum m'ski no 200
mr; no 10 kancyn y
6nicTepi; no 1 abo 2
GnicTepu y KapTOHHil
KopobLi

dapmauesT

WYHUI 3aBOA

"TMONb®AP
MA" C.A.

MonbLa

dapmaueBTUYHN
1 3aBOA
"MOJIbOAPMA"
C.A. Biggin
MepaHa B
Cepapsi

MNonblia

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponevicbkint apmakonei/MmoHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHoCTi EBponenchkii hapmakonei: ans
A®I; onsa BuxiaHoOro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMLTBI ADl; ans
[OOMOMIXXHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei) -

OHoBneHW cepTudikaT Bif yke 3aTBepaKEHOro

peuenma
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BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BiAnoBigHOCTI €Bponencokini papmakonei Ne R1-
CEP 2002-099-Rev 07 (3atBepaxeHo: R1-CEP
2002-099-Rev 05) gns gitoyoi pevyoBuHM
Ibuprofen Big Bxe 3aTBEpAXEHOrO BUPOOHUKA,
skui 3miHme Ha3sy 3 HUBEI GRANULES -
BIOCAUSE PHARMACEUTICAL CO., LTD. Ha
HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO,, LTD

96.

IBY®EH®ON
A OITEN
nonyHuus

cycneHsis oparnbHa,
100 mr/5 mn no 100
abo no 120 mny
nnacTnkoBoMy
cdnakoHi; no 1
bnakoHy 3i LWNpULLOM-
[,03aTopoM y
KapTOHHIN navui

dapmanesT

W4HWIA 3aBOg

«MOJIbOAP
MA» C.A.

Monbwa

dapmaueBTUYHU
1 3aBOA
"MONb®APMA"
C.A. Biggin
MepaHa B
Cepapggsi

MNonbLa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponeiickkin thapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWichkin hapmakonei: ans
A®I; onsa BMXigHOro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y)xe 3aTBEpAXEeHOro
BUPOBHMKa - NOAAHHSI OHOBMNEHOrO cepTudikata
BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
CEP 2002-099-Rev 07 (3atBepaxeHo: R1-CEP
2002-099-Rev 05) ans gitoyoi pevyoBunHN
Ibuprofen Big Bxe 3aTBEpAXEHOro BUPOOHWKa,
sIKMI 3miHKMB Ha3By 3 HUBEI GRANULES -
BIOCAUSE PHARMACEUTICAL CO., LTD. Ha
HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO,, LTD

be3
peuenma

UA/11881/01/01

97.

IMOAIYM®

Kancynw rno 2 mr, no 6
abo 20 kancyn y
6nicTepi; no 1
GricTepy B KapTOHHiW
nayui

MakHin
Mpopaktc
Nimiten

AHrnia

IDKHTN
KoHcblomep
Xenc (®paHc)
CAC

DdpaHLuis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaAXeHHS AiANbHOCTI BUpOGHMKa/imnopTepa
roTOBOrO fliKapCbKoro 3acoby, BKoyaoum
AOinbHWL BUNYycKy cepii abo micLe npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosiaae
BUPOGHWK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIl) -
AamiHicTpaTBHa 3MiHa Ha3BW BUPOGHMKa,
BiZNOBIgaNbHOro 3a BTOPMHHY YMaKoBKY, 4O3BIN
Ha BUMYyck cepii. BupobHuya ginbHUUSs, agpeca
Ta yci BUpobHUYi onepauii 3anuwaTbes
He3MiHHuMK. 3aTBepmxeHo: AHCCEH-CIIAT,
®paHuis JANSSEN-CILAG, France
BanponoHoBaHo: [IxHTN KoHcblomep Xenc
(PpaHc) CAC, dpaHuia JNTL Consumer Health
(France) SAS, France 3miHu BHeceHo B

iHCprKLl,i}O ana MmegmnyHoro 3actocyBaHHA

be3
peuenma

nionsieae

UA/9831/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nikapcbkoro 3acoby y po3ain «BupobHuk» 3
BiAMOBIAHVMM 3MIHAMU Y TEKCTi MapKyBaHHS
yNaKoBKW nikapcbkoro 3acoby. BeeaeHHst 3amiH
npoTsArom 6-T1 MicsILiB Nicns 3aTBepAKEHHS
98. | IMOAIYM® TabneTtku, Wo MakHin AHrnia KaTtaneHnTt FOK Benuka BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: bes nidnsieae UA/9831/02/01
EKCNPEC ONCnepryTbes B Mpoaaktc CBiHgoH 3uaic BputaHis/ 3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenma
POTOBIN MOPOXHWHI, MO Timiteq Ilimiten, Benuka PpaHuis HalMeHyBaHHs Ta/abo agpecu micus
2 wr, no 6 TabneTok y Bputanis NpoBapKeHHs AisnbHOCTI BUpobHuMKa/iMnopTepa
Gnictepi; no 1 BTopuHHa roTOBOrO JlikapCbKoro 3acoby, BKo4ar4m
GnicTepy B KapTOHHIN ynakoBkKa, OinbHULI BUNYCKy cepii abo Micue npoBeaeHHs
ynakoBLi [03BiN Ha KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a Ky Bignosigae
BUMYCK Cepil: BUPOGHMK/iIMNOPTEp, BKIOYAOUM BUNYCK Cepilt) -
DKHTI ApMmiHicTpaTuBHa 3MiHa Ha3BW BUPOOGHMKa,
KoHcblomep BiAMOBIAANbLHOrO 3a BTOPVHHY YNaKoBKy, A03BiN
Xenc (®paHc) Ha BUNyck cepii. BupobHunya ginbHuus, agpeca
CAC, ®paHuis Ta yci BUpoGHMYI onepaLii 3anuwatoTbes
He3MiHHuMK. 3aTBepmxeHo: AHCCEH-CIIAT,
®paHuis JANSSEN-CILAG, France
3anponoHoBaHo: [)kHTN KoHcbiomep Xernc
(PpaHc) CAC, PpaHuis JNTL Consumer Health
(France) SAS, France 3MiHu BHeceHo B
iHCTPYKLUIil0 ANs MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y po3ain «BupobHuk» 3
BiANOBIQHUMW 3MiHAMM Y TEKCTIi MapKyBaHHS
yNaKoBKW Nnikapcbkoro 3acoby. BeeaeHHs 3amiH
NpoTsArom 6-Tn MicsUIB Nicnsa 3aTBEpPXKEHHS
99. | IHOONPEC TabneTku, BKpUTI My6niyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a - UA/2153/01/01
NniBKOBOO aKujioHepHe aKuioHepHe 3Minn | TUny - 3miHu Wwopo peuenmom
obornoHkKoto, no 2,5 mr, | TOBapuCTBO TOBapuUCTBO 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
no 10 Tabnetok y "HaykoBo- "HaykoBo- (iHLWi 3MiHM) OHOBMEHHSI TEKCTY MapKyBaHHS
6nicTepi; no 3 BVPOGHWYMIA BMPOGHWYMIA YMaKoBKW y 3B’513KY 3 BUITyYEHHSM iHdopmaLii
Gnictepu B nayui LeHTp LeHTp sika HAHOCUTBLCS POCIVICHLKOK MOBOIO Ta
"BopLuariscb "BopLuariscbkui BHECEHHS1 KOPEKTOPCLKNX MPAaBOK MO TEKCTY.
KWW XiMiKo- XiMiKO- YTOYHEeHHs BUKNageHHs po3ainis fJogaTtkosa
hapmaueBT dhapmaueBTU4HN iHdbopmauia (O1) «4l-1. Ynakoka» Ta «[l-2.
NYHUIA 1 3aBog" MapkyBaHHsi» MKA J13. Po3gin JoaaTkoBa
3aBoa" incpopmauis (A]).

3aTtBepaxeHo: [I-1. Ynakoska. Mo 10 TabneTtok
y GnicTepi i3 NniBKv NONIBIHINXOPUAHOI i
onbrn antoMiHiEBOT 3 OAHOCTOPOHHIM
NOKPUTTAM TEPMOITAKOM i APYKOM 3 ApYroi
cTopoHu. Mo 3 Gnictepu 3 iHCTpyKUieto Ans
MEANYHOrOo 3aCTOCYBaHHS MOMILLAIOTb Y Nayky 3
KapTOHY, 3 MapKyBaHHSIM YKPaiHCbKOI Ta
POCINCBLKOIO MOBaMU Ta MapKyBaHHSM LLPUETOM
Bpanns ykpaiHcbkoto moBoto. [11-2. MapkyBaHHS.
BignosigHo po 3aTtBepmkeHoro Tekcty
MapkyBaHHs1. Mpumitka. MapkyBaHHs
nikapcbkoro 3acoby, oro Av3anH nogarTbest
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
YKPaiHCbKOI Ta POCINCHKO MOBaMM .....
3anponoHoBaHo: [il-1. Ynakoska. Mo 10
TabneTtok y 6nictepi i3 nniBkm
noniBiHINXNOPUAHOT i honbr antoMiHieBoi 3
OOHOCTOPOHHIM MOKPUTTSAM TEPMONAKOM i
OPYKOM 3 Apyroi ctopoHu. o, 3 6nictepu 3
iHCTpyKUi€lo ANst MEAUYHOrO 3acTOCyBaHHS
noMiLLaI0Tb Y Nayky 3 kapToHy [1-2.
MapkyBaHHs. BignosigHo 0o 3aTBepaXeHoro
TekcTy MapKyBaHHS1.
OHOBMEHHSA TEKCTY MapKyBaHHS MEPBMHHOI Ta
BTOPUHHOI yNakoBKK flikapcbkoro 3acoby, a came
BUNYYEHHS iHhopMaLlii, 3a3Ha4eHOT POCINCLKO
MOBOI. BBeAeHHs1 3MiH npoTaromM 6-tn micsauis
nicna 3aTBepaXXeHHsi. 3MiHu | Tuny - 3miHn 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
nocTavarnbHvKa nakyBanbHux martepianis abo
KOMMMEKTYIUMX (SIKLLO 3a3HAaYEHO B JOCHE)
(BUMYYeHHS nocTayarnbHWKa) — OHOBMEHHS p.
3.2.P.7. Cuctema koHTenHep/ 3aKynopoBasnbHWi
3acib, a came BUNy4YeHHS HallMeHyBaHHS
nocTayanbHVKIB NakyBanbHUX MaTtepianis 3
peecTpauinHoro Jocbe
100, IHGAHPUKC cycneHsis (DTPa- "makcoCwmit Benvka "nakcoCwmiTKns Benbris BHECEHHS1 3MiH JO peecTpaUiiHMX maTepianis: 3a - UA/16235/01/01
FEKCA™/INF HBV-IPV) ans iv’exuin KnsnH BputaHisa | H Bionopxikans 3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA peuenmom
ANRIX no 0,5 mn (1 gosa) Ta Ekcnopt C.A. nikapcbkuii 3aci6. KoHTponb rotoBoro
HEXA™ niogoinizat (Hib); 1 Nimiteq nikapcbkoro 3acoby. 3miHa napameTpis
KOMBIHOBA nonepegHLO cneundikaLii Ta/abo JoNyCTUMMX MEX FOTOBOrO
HA HanoBHEHWN nikapcbKoro 3acoby (3BYXEHHS AOMYCTUMMUX
BAKUMHA O[HOPa30BU LLNPULL Mex) 3BY>KEHHS! KpUTEpIiiB NPUNHATHOCTI B
ana (no 0,5 mn (1 posa)) y cneuudikauii M3 ana Bu3HaveHHs BMiCTy
MPOBINAKT KOMMMEKTi 3 ABOMa €HOOTOKCWHIB XPOMOT€HHUM KiIHETUYHUM
UKU rornikamu Ta prakoH 3 MeToa0M.
OUOTEPII, niocpinizatom (Hib) 3aTBEpPIKEHO:
NMPABLA, ana 1 gosu, Wwo MeHuwe Hix 25,00 EO/mn
KALLIIOKY 3MilyoTbCA nepeq 3anponoHoBaHo:
(ALENIONAP | BMKOPUCTaHHAM MeHwwe Hix 25,00 EO Ha mn
HUN (wnpwy, 3 ronkamu PepakuinHi npaBku nokasHnka ONMc KOMMNOHEHTY
KOMMOHEHT | 3akputi rymoBumMu DTPa-IPV.
), FENATUTY KOBMaykamu); aBi 3aTBepoKeHo:
B, ronku (ogHoro MyTHa piamHa, 6inuin ocan. Be3bapsHuii
noniomieni po3mipy), Wwnpuy Ta cynepHaTaHT.
TYTA rakoH repMeTU4HO 3anponoHoBaHo:
3AXBOPIOB 3anakoBaHi y MyTHa pignHa nicns cTpywysaHHs. binun ocaa i
AHb, nnacTUKoBU 6e36apBHUIA CynepHaTaHT MiCNsi OCaaXEHHS.
3BYOHUKOM | koHTerHep; no 1 abo 3miHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
AKUX € no 10 NnacTMKoBMX A®Il. 3miHa y MeTofax BunpobyBaHHs ADI abo
HAEMOPHIL KOHTelHepiB y BMXigHOro MaTtepiany/npoMixxHoro
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
us KapTOHHI kopobLi 3 npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
INFLUENZAE | mapkyBaHHsM npoueci BUpobHMUTBa AD| (He3HauHi 3MiHW y
TUny B YKpaiHCbKO MOBOHD; 1 3aTBEpPAKEHNX MeToAax BUNPOOYyBaHHS)
nonepegHbo BunpaeneHHs B onuci TecTy Ans ineHTndikawii
HanoBHEHWN B. pertussis Ha Bordet-Gengou nnactuHkax B
OAHOPAa30BMI LWNPUL, npoueci hepmeHTaLii npy BUPOOGHMUTBI
(no 0,5 mn (1 gosa)) y KOMMOHEHTY KaLuntoky. 3MiHu Il Tuny - 3miHn 3
KOMMIEKTi 3 ABOMa skocTi. A®l. Kontponb A®I. 3miHa y meTogax
rornikamu Ta ¢prnakoH 3 BunpobyeaHHA APl abo BMXiZHOrO
niocpinizatom (Hib) mMaTtepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
ana 1 gosu, wo BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
3MiWyoTbCs nepeq (cyTTeBa 3MiHa y
BUKOPUCTaHHAM GionoriyHomy/iMmyHonoriYHOMY/iMyHOXIMIYHOMY
(wnpuy 3 ronkamm MeToAi BunpobyBaHHsA abo mMeTogi, y sikoMmy
3aKpUTi ryMOBUMMN BUKOPUCTOBYETLCS GioNorivyHMiA peareHT ansi
KoBMaykamu); aBi GionoriyHoro A®I, abo 1ioro 3amiHa)
ronku (ogHoro OnTtumisauia metogy ELISA, wo
po3mipy), Wwnpuy Ta BVIKOPVICTOBYETbLCS Af1s1 BU3HAYEHHS BMICTY Ta
bnakoH repMeTU4HO ineHTndikauii PRN aHTUreHy npu BUpoGHULTBI
3anakoBaHi y NPOMDKHOrO MPOAYKTY Ta Ha eTani KOHTPOIo
nnacTUKoBMMN SIKOCTi KiHLLeBOro npoAykTy 6e3 amiHu kpuTepiis
KOHTelHep; no 1 abo NPUAHATHOCTI.
no 10 nnacTukoBmx
KOHTENHepIB y
KapTOHHIl kopobui 3
MapKyBaHHSIM
aHrMiNCcbKOK MOBOIO 3i
CTUKEPOM
YKpaiHCbKOKO MOBOHO
101.| IHPAHPUKC cycneHsis ans "makcoCmit Benuka "makcoCwmiTKns Benebris BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/13939/01/01
™InB iH'ekuin; no 0,5 mny KnamH BputaHis | nH Bionogxikana 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenmom
KOMBIHOBA | nonepepnHbo Ekcnopt C.A. nikapcbkuii 3aci6. KoHTpornb rotoBoro
HA 3arnoBHEHOMY Nimiteq nikapcbkoro 3acoby. 3miHa napameTpis
BAKUMHA OfHOpa3oBOMY cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
ana LUNPUL y KOMNIEKTi 3 nikapcbKoro 3acoby (3BY>XeHHS AOMYyCTUMUX
MPO®INAKT ronkoto; no 1 abo 10 Mex) 3BY>KEHHS! KpUTEpIiiB NPUNHATHOCTI B
UKU nonepegHL0 cneuudikauii M3 ans Bu3HavyeHHst BMicTy
OUDTEPII, 3arnoBHEHMX €HOOTOKCUHIB XPOMOT€HHUM KiIHETUYHUM
NMPABLA, O[HOpPa30BUX LUMNPULIB MeToa0M.
KALLITIOKA y NNacTUKoBOMY 3aTBepOKeHO:
(ALIENIONAP | koHTeliHepi; no 1 MeHwe 25,00 EO/mn
HUN KOHTeNHepy B 3anponoHoBaHo:
KOMMNOHEHT | kapToHHil kopobui MeHLwwe Hix 25,00 EO Ha mn
) TA PepakuinHi npaBku nokasHnka OnMc KOMMNOHEHTY
noniomieni DTPa-IPV.
TY 3aTBepoKeHo:
MyTHa pigmHa, 6inun ocaa. be3bapsHui
cynepHaTaHT.

3al'|pOI'IOHOBaHOZ
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MyTHa piguHa nicnga ctpywysaHHs. binun ocag i
6e36apBHUIA CyrepHaTaHT MiCNsi OCaXKEHHS.
3MminHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHs AP| abo
BUXiZHOrO MaTepiany/npoMixXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa AP| (He3HaYHI 3MiHN Y
3aTBEpAKEHUX MeToAax BUNPobyBaHHs)
BunpaeneHHs B onuci TecTy Ans ineHTndikawii
B. pertussis Ha Bordet-Gengou nnactuHkax B
npoueci hepmeHTaLii npu BUPOOHNLTBI
KOMMOHEHTY KaLuntoky. 3MiHu Il Tuny - 3miHn 3
skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BMxigHOrO
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y npoueci BUpobHuuTea Ad|
(cyTTeBa 3miHa y
GionoriyHomy/iMmyHonoriYHOMY/iMyHOXIMIYHOMY
mMeTogi BunpobyBaHHs abo meTofi, y skomy
BMKOPWCTOBYETLCS BIOMNOriYHMI peareHT ans
GionoriyHoro A®I, abo 1ioro 3amiHa)
OnTumisauis metogy ELISA, wo
BUKOPWUCTOBYETLCS NS BU3HAYEHHS BMICTY Ta
ineHTudikauii PRN aHTUreHy npu BUpoGHULTBI
NPOMIDXHOTO MPOAYKTY Ta Ha eTani KOHTPOIo
SKOCTI KiHLIeBOro NpoaykTy 6e3 3MiHu KpuTtepiis
NPUNHATHOCTI
102 KANEHAYNWU | ksitkm no 30 r abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: bes - UA/6047/01/01
KBITKU 50 r y naykax 3 "IMikTpaBun" "Miktpasun" 3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA peuenma
BHYTPILLUHIM NakeToM; nikapcbkuii 3aci6. Cuctema
no 1,5 ry cinbtp- KOHTelHep/3aKkynoptoBanbHuUiA 3aci6 (iHWwi 3MiHK)
nakeTi; no 20 ginbTp- - BHECEHHS 3MiH A0 creumdikaLii 3 KOHTponto
nakeTiB y nayui abo y nepBUHHOIO NakyBanbHoro matepiany (Manip
nayui 3 BHyTpPILWHIM inbTpyBanbHWIA), a came OOMNOBHEHHS
naketom; no 1,5ry nokasHuka «laeHTungikais (30BHiLLHI 03HAKM)»
dinbTp-NakeTi B BKITHOMEHHAM A04aTKOBMX O3HaK Ans
iHgusigyanbHomy BidyanbHoro koHTpornto «6) Konip»
nakeTuky; no 20
inbTp-NakeTiB y
navuj
103, KANEHAYNU HacTorka no 40 mny MPAT YkpaiHa BignoBigansHUn YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHMX maTepianis: be3 - UA/8039/02/01
HACTOWMKA nakoHax CKMsiHUX "®ITOPAPM 3a 3MiHu | TUny - 3MiHK 3 sikocTi. FoToBMIA peuenma
abo nonimepHmx " BMPOGHMLTBO, nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3amiHa
nepBuHHE abo BBeAeHHS 0aTKOBOI AiNbHUL
nakyBaHHs1, BUPOGHMLUTBA ANs YacTMHM abo BCbOro

KOHTPOMb AKOCTi
Ta BUMYCK cepii:
MPAT
"®ITOPAPM",

BMPOBHMYOro NpoLecy roToBoro nikapcbkoro
3acoby (AinbHMUA, Ha sKi NpoBoAATLCA Oyab-
sIKi BUPOGHWMYI cTagii, 338 BUHATKOM BUMYCKY
Cepir, KOHTPOSIO AKOCTi, NEPBMHHOIO Ta




nikapcbkoro 3acoby (AiNbHWUUS ANs NepBUHHOIO
nakyBaHHsi);
3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoBbHUUTBI. 3MiHa
iMmnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOJSO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gogaBaHHA AiNbHULI, Ha
SKI 3INCHIOETBCSA KOHTPOL/BUNPOBYBaHHS
cepii) - BBeAEHHS 404aTKOBOI BUPOGHNYOIT
ainaHkn AT "Ily6Hudpapm", Ykpaina Ha skin
BifOYyBa€eTbCSA KOHTPOIb SKOCTI; 3MiHu | Tuny -
3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
meToAax BUNPobyBaHHSA roTOBOTO fiKapCbKOro
3acoby (He3Ha4Ha 3MiHa y 3aTBepMKEHNX
mMeTofax BUNpobyBaHHSA) - METOAMN KOHTPOIO
sikocTi J13 npuBeaeHo Ao BuMor MoHorpadii
[O®Y Harigok HacTorka N, a came: BUnpaBneHo
NOCUNaHHA Ha MeToAW NPOBEAEHHS
BuUNpobyBaHb 3a nokasHnkamu ""laeHTudikauis",
"Arnica montana", "Cyxui 3anmLok";
BMMNPAaBIEHO TEXHIYHY MOMMIKY LLOAO KiNlbKOCTi
HaTpito cynbdaTty 6e3sogHoro P, skuit
BUKOPUCTOBYETLCS NPU NPOBEAEHHI
BunNpobyBaHb 3a nokasHukom "KinbkicHe
BM3Ha4YeHHS"; OkpiM Toro Byrno akTyanisoBaHo
KpUTEpIT NPUNHATHOCTI 3@ NOKa3HWMKOM
"MikpobionoriyHa yncrora" 3rigHo 3 BUMOramu
O®Y no nikapcbknx 3acobiB A 30BHILUHLOIO
3acTocyBaHHs. Ak Hacnigok BiANOBIAHI NpaBku
BigobpaxeHi y Crneundikauii; posgin "Onmc"
npuBeaeHo A0 GinbLL KOPEKTHOTO TPaKTyBaHHS;
3MiHu | TUnYy - 3miHK 3 sikocTi. ADI.
BupobHuuTtBo. 3MiHM B npoLieci BUpobHuuTBa
A®I (He3HayHa 3MiHa y npoueci BUpobHMLTBa
AQI) - He3HayHa 3MiHa y npoueci BUPOGHMLUTBA
A®I| HacTOVKM KBITOK KaneHaynu y 3B’a3Kky i3
BBEOEHHSIM A0AATKOBOI KOHTPAKTHOT AiNbHUL

AT "Ily6Hndapm" 3 iHLLIOK KiNbKiCTHO 0AWUHULb

62 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
YkpaiHa BTOPWHHOIO MaKyBaHHS, ANsl HECTEPUITbHUX
BignoBiganbHWn nikapcbkux 3acobiB) - BBEAEHHS 4OAATKOBOI
3a BUpoGHMYOT ainbHuui AT "Jly6Hndapm",
BUPOBHMUTBO, YkpaiHa, Ha ki BigbyBaeTbCsi BAPOOHULITBO Ta
nepBuHHE nepBUHHE NakyBaHHS NikapcbKoro 3acoby.
nakyBaHHs, CynyTHS 3MiHa
KOHTPOSb AKOCTi: - 3MiHu 3 sikoCTi. FOTOBUIA NikapCbkuii 3acio.
AT 3MiHu y BUpoGHMUTBI. 3amiHa abo BBeOEHHS
"INy6Hndapm", [0AaTKOBOI AiNbHULI BUPOBHMLTBA 4N YacTUHU
YkpaiHa abo BCbOro BMPOOHNYOro NpoLecy roToBOro
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep

peecmpayiliHo2o

noceid4yeHHs1

obnagHaHHsi; 3miHu Il Tuny - 3MiHM 3 SKOCTI.
A®I. BupobHuuTteo. 3miHa BUpobHMKa
BWXiAHOro/NpoMi>KHOrO NMPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTBCS Y BUPOGHMYOMY NpoLieci
A®I, abo 3miHa BUpobHWKa (BkNoYatouun, ae
HeobXxiaHO, MicLe NpoBeAEHHS KOHTPOIIO SIKOCTI)
AQI (3a BigcyTHOCTI cepTuddikata BianoBigHOCTI
€Bponewcbkin bapmakonei y 3aTBepaxXeHomMy
nocbe)(BBeaeHHs HoBoro BupobHuka AdI 3
HagaHHAM MacTep-canna Ha Adl) - BBegeHHs
[opaTtkoBoro BMpobHuka APl HacTolkuy KBiTiB
kanengynu (Calendulae flores)(1:10)(ekcTpareHT
- eTaHon - 70 %) - AT "Jly6Hudpapm”, YkpaiHa

104,

KAMNOTIA3NUA
®

Tabnetku no 10
TabneTtok y Gnictepi,
no 2 6nictepu y navui

MAT
"KviBmegnp
enapar”

Ykpaina

MAT
"KviBmegnpenap
at"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHKM Wwopo
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
MeOMYHOro 3acToCcyBaHHS Ha niacTasi
perynsipHoO OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbtat
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3miHy y3rogeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHUM opraHom) 3MiH1 BHECEHO B
iHCTpYyKLUil0 ANs MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby o posginis "OcobnmeocTi
3actocyBaHHs" Ta "MobiyuHi peakuii” BignosigHo
[0 OHOBIEHOI iHhopMalii Lwoao 6e3nekn
3aCTOCYBaHHS fit040i pe4YOBUHM 3rigHO 3
pekomeHpauieto PRAC. TepmiH BBeOEHHS 3MiH
npoTsirom 6 MicsiliB nicns 3aTBepAKEHHS

3a
peuernmom

He
nidnsieae

UA/5474/01/01

105,

KANTOMPUN

Tabnetku no 0,025,
no 10 Tabnetok y
GnicTepi, no 2
Gnictepu B nayui

TOB
"TepHodap
M

Ykpaina

TOB
"TepHodapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis:
3miHu | TNy - 3MiHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro

nikapcbkoro 3acoby (iHLWi 3MiH1) BHECEHHS 3MiH
B crneuudikaLito Woao 3MiHU PYTUHHOCTI
npoBefeHHs aHanidy MikpobionoriyHoro

KoHTponto 13, a came CKOpPOYEHHS KiNbKOCTi
KOHTPOIO Cepilt: «<He PYTUHHWIA TECT:

[0MyCKaeTbCsA NPOBOANTM KOHTPOSb NepLLoi Ta

KOXHOI N'AToi HacTynHoi cepii M3, ane He
piaLe Hix 1 cepii B pik». A Takox 3a3Ha4eHHs
KOPEKTHOro nocunaHHs Ha gitove BugaHHs oY
B cneumdikadii Ta metogax koHTponio MKA 13

3a
peuernmom

UA/8912/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
(3aTBEpaKeHo DY, 1.4)
106., KAPBOMNAT PO34MH ANs iH'EKLIN, Mini Benuka BeHyc Pewmegic IHais BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a He UA/9294/01/01
WUH 10 mr/mn; no 5 mn a6o Xernckepe BpuTaHis Nimiten 3MiHu | Tuny - 3MiHu Wwopo peuenmom nionsieae
no 45 mn 'y gnakoHi; Timiteq 6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy.
no 1 dnakoHy B 3MiHa y KOpOTKiln XapaKkTepucTuLi nikapcbkoro
KapTOHHil kopobui 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans
MeOM4YHOro 3acToCyBaHHS Ha NiacTaBsi
perynsipHO OHOBIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCcTOCyBaHHsI NikapcbKoro 3acoby B
nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3MiHYy y3rogXeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHO B
iHCTPYKLUil0 ANs MeQuYHOro 3acToCyBaHHS
nikapcbkoro 3acoby o posginis "OcobnmneocTi
3acTtocyBaHHA" Ta "MMoGiyHi peakuii" BianoBigHO
[0 OHOBJEeHoI iHbopmalii woao 6esnekn
3aCTOCYBaHHS fit040i pe4YOBUHM 3rigHO 3
pekomeHgauieto PRAC. TepmiH BBe4eHHS 3MiH -
npoTtsarom 3 mMicauis nicng 3aTBEPLKEHHA
107.| KBETUKCON TabneTkn, BKPUTI 3AT JInToBCbKa | KOHTPOINb SKOCTI, HimeyunHa BHECEHHS1 3MiH O peecTpaLiiHuX maTepianis: 3a - UA/19569/01/02
XR NniBKOBOKO «®dapmnira» | Pecnybnik nepBUHHE Ta 3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
060MoHKo10, a BTOPUHHE HanlmMeHyBaHHA Ta/abo agpecu 3asiBHUKA
NPOMOHroBaHoi Aii, no nakyBaHH4, (BnacHuka peecTpauifiHoro noceigyeHHs) 3miHa
150 mr no 10 BUMYCK cepii: agpecw 3asiBHUKa (BnacHuWKka peecTpauiiHoro
TabneTtok y 6nictepi; Mepkne 'mb6X, NOCBIAYEHHS)
no 3 6nictepn B Himeuunna 3MiHUN BHECEHI Y TEKCT MapKyBaHHS yNaKoBKW
KapTOHHIN navui BUPOGHMLTBO nikapcbkoro 3acoby oo 3MiHu agpecu
Hepo3dacoBaHo 3as1BHMKA (BMacHMKa peecTpawiiHoro
T npoaykuji: noceigyeHHs). BBeaeHHst 3amiH npoTtsarom 6-tm
Mepkne 'm6X, MicsILiB Micnsi 3aTBEPOKEHHS
HimeyunHa
108, KBETUKCON TabneTkn, BKPUTI 3AT JInToBCbKa | KOHTPOIb SKOCTI, HimeyunHa BHECEHHS 3MiH JO peeCcTpaLiiHMX maTepianis: 3a - UA/19569/01/03
XR NniBKOBOIO «®apmnira» | Pecnybnik nepBrHHe Ta 3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
060onoHKoto, a BTOPUHHE HariMeHyBaHHA Ta/abo agpecu 3asiBHUKa
NPOMOHroBaHoi Aii, no nakyBaHH4, (BnacHuka peecTpauifiHoro noceigyeHHs) 3miHa
200 mrno 10 BUMYCK cepii: agpecw 3asiBHUKa (BnacHuWKka peecTpauiiHoro
Tabnetok y 6nictepi; Mepkne 'mbX, NoCBiAYEHHS)
no 3 6nictepu B HimeuunHa 3MiHUN BHECEHI Y TEKCT MapKyBaHHS yNaKkoBK/
KapTOHHIN navui BUPOGHULTBO nikapcbkoro 3acoby Lwoao 3MiHu agpecu
Hepo3dacoBaHo 3as1BHMKA (BMacHMKa peecTpaLiiHoro
T npoaykuji: noceigyeHHs1). BBegeHHst 3amiH npoTtsarom 6-tn
Mepkne M'mbX, MicsILiB Micnsi 3aTBEPOKEHHS
HimeyunHa
109, KBETUKCON TabneTkn, BKpUTI 3AT JInToBCbKa | KOHTPOSb SKOCTI, HimeyunHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/19569/01/04
XR NNiBKOBOIO «®apmnira» | Pecnybnik nepBrHHe Ta 3MmiHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
060moHKoH, a BTOPUHHE HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKA
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
NPOMOHroBaHoi Aii, no nakyBaHHs, (BnacHuKka peecTpaLiiHoro noceigyeHHs) 3miHa
300 mr no 10 BMNYCK cepii: agpecwu 3asiBHMKa (BNacHvKa peecTpauinHoro
Tabnetok y 6nictepi; Mepkne 'm6X, NoCBiOYEHHS)
no 3 6nictepu B HimevuunHa 3MiHM BHECEHIi Y TEKCT MapKyBaHHS1 yNakoBKM
KapTOHHIN navui BUPOGHULTBO nikapcbkoro 3acoby LWoao 3MiHU agpecu
Hepo3dacoBaHo 3asiBHUKA (BnacHuWKa peecTpauinHoro
i npoaykuii: NnocBiaYeHHs). BBegeHHs 3MiH NpoTsarom 6-tu
Mepkne M'mbX, MiCsILiB Micnsi 3aTBEPOKEHHS
HimeyuunHa
110 KBETUKCON TabneTtkn, BKPUTI 3AT JInToBCbKa | KOHTPOSb SIKOCTI, HimeyunHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/19569/01/05
XR NniBKOBOO «®apmnira» | Pecnybnik nepBuHHe Ta 3Mminu | TUny - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa peuenmom
o6onoHkKot, a BTOPUHHE HaliMeHyBaHHs Ta/abo agpecu 3asiBHUKa
NPOSIOHroBaHoI Aii, No nakyBaHH4, (BnacHuKka peecTpaLiiHoro noceig4yeHHs1) 3miHa
400 mrnmo 10 BMNYCK cepii: agpecwu 3asiBHWKa (BNnacHvKa peecTpauinHoro
TabneTtok y Gnictepi; Mepkne 'm6X, NocBiaYEeHHs)
no 3 Gnictepu B HimevuunHa 3MiHM BHECEHIi Y TEeKCT MapKyBaHHs ynakoBKM
KapTOHHIN navui BUPOBHMLTBO nikapcbkoro 3acoby LWoao 3MiHv agpecu
Hepo3dacoBaHo 3asiBHUKA (BnacHWka peecTpauinHoro
i npoaykKuji: nocBiaYeHHs). BBegeHHs 3MiH NpoTsarom 6-tu
Mepkne 'm6X, MiCsILIiB Micnsi 3aTBEPOKEHHSA
HimeyuunHa
111 KBETUKCON TabneTkn, BKPUTI 3AT JInToBCbKa | KOHTPOINb SKOCTI, HimeyunHa BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a - UA/19569/01/01
XR NniBKOBOIO «®apmnira» | Pecny6nik nepBuHHe Ta 3minu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom
o6onoHkKot, a BTOPUHHE HaliMeHyBaHHs Ta/abo agpecu 3asiBHUKa
NPOMOHroBaHoi Aii, No nakyBaHH4, (BnacHuka peecTpauifHoro noceigyeHHs) 3miHa
50 mr no 10 Tabnetok BUMYCK cepii: agpecy 3asBHMKa (BracHMKa peecTpauinHoro
y 6nicTepi; no 3 Mepkne 'm6X, NOCBIQYEHHS)
GnicTepn B KapTOHHIN Himeuunna 3MiHUN BHECEHI Y TEKCT MapKyBaHHS YNaKoBKW
nauui BUPOOHMLTBO nikapcbkoro 3acoby LWoao 3MiHW agpecu
Hepo3dacoBaHo 3asiBHUKA (BnacHWka peecTpauinHoro
T npoaykuji: noceigyeHHs). BBeaeHHst 3amiH npoTtsarom 6-tn
Mepkne 'm6X, MiCsILiB Micnsi 3aTBEPOKEHHSA
HimeyunHa
112| KBETUPOH® | Tabnetku TOB YkpaiHa SAPMATEH Ipeuis BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 3a - UA/18040/01/01
XR ACIHO NPOJIOHrOBaHOI Aii, No "ACIHO IHTEPHELLHN 3MiHn | Tuny - 3MmiHn 3 skocTi. CepTudikaT peuenmom
50 mr, no 10 TabneTtok YKPATHA" CA, Npeuis BignosigHocTi/l'E-cepTudikat BignosigHoCTi
y bnictepi; no 3 abo (BUpobHMLTBO, €Bponevicbkin apmakonei/moHorpadii.
no 6 onictepis B nakyBaHHs, [MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTta

KapTOHHIN navui

KOHTPOMb AKOCTI
Ta BUMyCK cepii);
SAPMATEH
C.A,, Ipeduist
(nakyBaHHs,
KOHTPOMb SIKOCTI
Ta BUMycK cepii)

BignoBigHocCTi abo BUnNy4eHHs cepTudikata
BignNoBIgHOCTI €BponeWichkin hapmakonei: ans
A®I; onsa BuxiaHoOro
maTepiany/peareHTy/npoMiKHOIO NpPoaykKTy, Lo
BUKOPUCTOBYOTLCS Y BUPOOHULTBI ADI; ans
[OMOMIXXHOT pevoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei) -
HoBuii cepTudikat Bif BXe 3aTBepAXeHOro
BUpobHMKa. MogaHHa HoBoro CepTudikaty
BignoBigHocTi €Bponeicbkii hpapmakonei RO-
CEP 2018-277 - Rev 01 gnsa A®I kseTianiHy
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dymaparTy Bifg 3aTBEpOKEHOro BUPOOHUKa
Moehs Cantabra, S.L., IcnaHis, wo
BVIKOPVCTOBYETbLCS Y BUrOTOBIEHI NiKapCbKOro
3acoby KeeTnpoH® XR AciHO
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponeickkin thapmakonei/MoHorpadii.
MoaaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWchkin hapmakonei: ans
A®I; onsa BuxigHoOro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIXKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €Bponeiicbkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y>xe 3aTBEpAXEHOro
BUpobHuKa. MogaHHsa oHoBneHoro CepTudikaty
BignoBigHocTi €Bponeiickkin hapmakonei R1-
CEP 2014-287 - Rev 00 gnsa A®| kseTianiHy
dymaparTy Big 3aTBEpAKEHOro BUpOOHMKa
Moehs Cantabra, S.L., IcnaHis, wo
BVIKOPVCTOBYETbLCS Y BUrOTOBIEHI NiKapCbKOro
3acoby KeetnpoH® XR AciHo. [litoua pegakuisi:
RO-CEP 2014-287 - Rev 00. NponoHoBaHa
pegpakuis: R1-CEP 2014-287 - Rev 00

113,

KBETUPOH®
XR ACIHO

Tabnetkn
NPOMOHroBaHoi Aii, No
150 mr, no 10
Tabnetok y bnicrepi;
no 3 abo no 6
GnicTepiB B KAPTOHHIN
nayui

TOB
"ACIHO
YKPATHA"

YkpaiHa

SAPMATEH
IHTEPHELLHN
CA, Npeuis
(Bupo6HMLTBO,
nakyBaHHs,
KOHTPOMb AKOCTI
Ta BUMYyCK cepii);
®APMATEH
C.A,, Ipeuis
(nakyBaHHs,
KOHTPOMb AKOCTI
Ta BUMyck cepii)

Ipeuis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHn 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponewckkin dhapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoBneHoro cepTudikaTta
BignoBigHocCTi abo BUnNy4eHHs cepTudikata
BiQNOBIQHOCTI €BponeWchkin hapmakonei: Ans
ADI; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Yy BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponenchkii hapmakonei) -
HoBuii ceptudikat Big BXe 3aTBepaXeHOro
BUpOGHWKa. MNMogaHHs HoBoro CepTudikaty
BignoBigHocTi €Bponeicbkini papmakonei RO-
CEP 2018-277 - Rev 01 gnsa A®I kseTianiHy
cdymaparty Bif 3aTBEpPAXEHOro BUPOOHUKa
Moehs Cantabra, S.L., IcnaHis, wo
BVIKOPVICTOBYETLCS Y BUrOTOBIIEHI NiKapCbKOro
3acoby KeeTupoH® XR AciHo
3MiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiicbkit apmakonei/MmoHorpadii.
MogaHHs HoBOro abo OHOBMEHOrO cepTudikaTta

3a
peuernmom

UA/18040/01/02
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114.

KBETUPOH®

TabneTtku

TOB

BignoBigHoOCTi abo BUNyYeHHs cepTudikata
BigNOBIQHOCTI €BponeWchbkin hapmakonei: Ans
A®I; onsa BuxiaHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADl; ans
[OMOMDKHOI peqoBUHM (CepTudikaT
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaAXeHOro
BUpobHMKa. MogaHHsa oHoBneHoro CepTudikaty
BignoBigHOCTI €BponeWickkin hapmakonei R1-
CEP 2014-287 - Rev 00 gnsa A®I keeTianiny
ymaparTy Big 3aTBEpOKEHOTO BUPOOHUKA
Moehs Cantabra, S.L., IcnaHis, wo
BVIKOPVICTOBYETbLCS Y BUrOTOBIIEHI NiKAPCHKOro
3acoby KeeTnpoH® XR AciHo. [litoua peaakuis:
RO-CEP 2014-287 - Rev 00. NponoHoBaHa
pegakuisi: R1-CEP 2014-287 - Rev 00

noceid4yeHHs1

XR ACIHO

NPOSIOHrOBaHoOI Aii, No
300 mr, no 10
Tabnetok y Gnictepi;
no 3 abo no 6
GnicTepiB B KAPTOHHIN
navui

"ACIHO
YKPAIHA"

YkpaiHa

®APMATEH
IHTEPHELLHN
CA, Npeuis
(BMPOGHULTBO,
nakyBaHHs,
KOHTPOMb SKOCTI
Ta BUNyck cepii);
®APMATEH
C.A., I'peuis
(nakyBaHHs,
KOHTPOMb AKOCTI
Ta BUMYyCK cepil)

[peuis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoBIgHOCTI abo BUNy4YeHHs ceptudikara
BignoBigHOCTI €BponeWchkin hapmakonei: ans
A®Il; ansa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BigNOBIQHOCTI €Bponewichkin hapmakoner) -
HoBui cepTudikat Big BXe 3aTBEpAXEeHOro
BUpOGHWKa. MNMogaHHs HoBoro CepTudikaty
BignoBigHOCTI €Bponewickkin dapmakonei RO-
CEP 2018-277 - Rev 01 ansa A®I| kseTianiHy
ymaparTy Bifg 3aTBEpOKEHOrO BUPOOHUKA
Moehs Cantabra, S.L., IcnaHis, wo
BVKOPVCTOBYETbLCS Y BUrOTOBIEHI NiKapCbKOro
3acoby KeeTupoH® XR AciHo
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponeiicbkint dpapmakonei/MmoHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHoCTi EBponenchkii hapmakonei: ans

A®I; onsa BuxiaHoOro
maTepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTBLCS Y BUPOGHMUTBI ADI; ans
[OMOMIXXHOT peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei) -

OHoBneHWI cepTudikaT Bif yKe 3aTBEpAKEHOro

3a
peuernmom

UA/18040/01/03
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Homep

peecmpayiliHo2o

noceid4yeHHs1

BUpobHMKa. MogaHHsA oHoBneHoro CepTudikaty
BignoBigHoCTi €Bponencekin hapmakonei R1-
CEP 2014-287 - Rev 00 gnsa A®Il kseTianiHy
dymapaTy Bif 3aTBEpAKEHOro BUPOGHMKa
Moehs Cantabra, S.L., IcnaHis, wo
BUKOPUCTOBYETLCS Y BUTOTOBIEHI NiKapCbKoro
3acoby KeeTnpoH® XR AciHo. [litoua pegakuisi:
RO-CEP 2014-287 - Rev 00. NponoHoBaHa
pegakuisi: R1-CEP 2014-287 - Rev 00

1165.

KPEA3UM
10000

Kancynu Teepai,
KWLLIKOBOPO34MHHI MO
10 kancyn y 6nicTepi;
no 2 Gnictepu y nayui
i3 KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponeiickkin thapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWichkin hapmakonei: ans
A®I; onsa BMxigHoOro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y)xe 3aTBEpAXEeHOro
BUpPOOHMKa - NoaaHHsA OHOBMNEHOro cepTudikaTa
BiNOBIgHOCTI €BponeWchkin hapmakonei ans
Aol MaxkpeatnH No. R1-CEP 2001-280-Rev 03
Big 01.04.2021 p. (nonepeaHs Bepcia No. R1-
CEP 2001-280-Rev 02 Big 05.09.2011 p.) Big
BXe 3aTBepakeHoro BupobHuka Hopamapk
®apma 'm6X [Nordmark Pharma GmbH],
HimeuuunHa, y 3B’513Ky 3i 3MiHOKO Ha3BU
Bupo6GHuKa 3 Nordmark Arzneimittel GmbH &
Co. KG, Germany Ha Nordmark Pharma GmbH,
Germany

be3
peuenma

UA/2822/01/01

116.

KPEA3UM
20000

Kancynu Teepai,
KWLLIKOBOPO34MHHI MO
10 kancyn y 6nicTepi;
no 2 6nictepu y navui
i3 KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/l'E-cepTudikat BignosigHoOCTI
€Bponevicbkinn apmakonei/MmoHorpadii.
MogaHHA HoBoOro abo oHoBreHoro cepTudikara
BignoBigHocCTi abo BUny4eHHs cepTudikata
BignoBigHOCTi EBponenchkit hapmakonei: ans
A®I; onsa BuxiaHoOro
maTepiany/peareHTy/npoMiKHOrO NPoaykKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOGHMUTBI ADIl; ans
[OMOMIXXHOT peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBneHun cepTudikaT Bif yke 3aTBepaKeHOro
BMpO6GHWKa - MoaaHHA oHOBMEeHOro cepTudikarta
BiANOBigHOCTI €Bponelickkin hapmakonei ans
A®I MNaxkpeatnH No. R1-CEP 2001-280-Rev 03

be3
peuenma

UA/2822/01/02
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Big 01.04.2021 p. (nonepeaHs Bepcia No. R1-
CEP 2001-280-Rev 02 Big 05.09.2011 p.) Big
BXe 3aTBepakeHoro BupobHuka Hopamapk
dapma 'mM6X [Nordmark Pharma GmbH],
HimeyuunHa, y 38’a3Ky 3i 3MiHOIO Ha3BM
BupobHmka 3 Nordmark Arzneimittel GmbH &
Co. KG, Germany Ha Nordmark Pharma GmbH,
Germany
117.| KCIrgyo TabneTkn, BKpUTI ACTPA3EH Lseuis BUPOBHMLTBO in- CLWA BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/15984/01/01
MPOJIOHI NniBKOBOK EKA Ab bulk, koHTponb 3MiHu | Tuny - 3mMiHu Wwopo peuenmom nionsieae
060n0HKo10, AKOCTI, 6e3nekn/eceKTMBHOCTI Ta hapmakoHarnsgy
NPONoHroBaHoi 4ii no nepBUHHE Ta (iHWi 3MiHK). 3MiHM BHECEHO A0 IHCTPYKLiT Ans
5/1000 mr; no 7 BTOPUHHE MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby
Tabnetok y bnictepi; nakyBaHH4, 0o posginis"®apmakonorivHi BnactuBocTi",
no 4 Gnictepn y BUMYCK Cepii: "B3aemogis 3 iHWnMn nikapcbkummn 3acobamu Ta
KapTOHHIl kopobui AcTtpa3eHeka iHWIi BMAW B3aemogin", "OcobnmeocTi
dapmacbioTukan 3acTocyBaHHS" BiAMNOBiAHO 4O OHOBMEHO!
c JlN, CLWA; iHdopMaUii 3 6e3nekn 3acTocyBaHHsI
BUPOGHMLTBO in- nikapcbkoro 3acoby.
bulk: Bpicton- BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
Marwepc CkBi66 3aTBEPOKEHHS.
MaHydakTypiHr
Komnasi, CLLA
118, KCIrgyo TabneTkn, BKPUTI ACTPA3EH Lseuis BUPOBHMLTBO in- CLWA BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/15985/01/01
MPOJNOHI NniBKOBOKO EKA AB bulk, koHTponb 3MiHu | Tuny - 3miHn wopo peuenmom nidnseae
060onoHKot, AKOCTI, 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
NPOSOHroBaHoi Aii no nepBrHHe Ta (iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTPYKLUIT Anst
10/500 mrno 7 BTOPUHHE MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
Tabnetok y onicrepi; nakyBaHH4, 0o posginis"®apmakonorivyHi BnactuBocTi",
no 4 6nictepn y BUNYCK cepii: "B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
KapTOHHIl kopoOLi AcTtpa3eHeka iHWi BMau B3aemogain", "OcobnueocTi
dPapmacbloTukan 3acTocyBaHHS" BiAMNOBiAHO A0 OHOBMEHOT
c JIMN, CLA; iHpopmalii 3 6e3nekun 3acTocyBaHHS
BUPOGHMLTBO in- nikapcbkoro 3acofy.
bulk: Bpicton- BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
Mawiepc Cksib6 3aTBEPOKEHHS.
ManydakTypiHr
Komnani, CLLUA
119.) KCIrgyo TabneTku, BKpUTI ACTPA3EH Lseuis BUPOGHMLTBO in- CLWIA BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/15983/01/01
NMPOJIOHI NMNiBKOBOI EKA ABb bulk, koHTponb 3MiHu | Tuny - 3miHn wopo peuenmom nionsizae
060onoHKot, AKOCTI, 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
NPOSOHroBaHoi Aii no nepBrHHe Ta (iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTPYKLIT Ans
10/1000 wmr, no 7 BTOPUHHE MeOMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby
Tabnetok y 6nictepi; nakyBaHHS, 0o posginis"®apmakonorivHi BnactmueocTi",
no 4 6nictepu y BUNYCK cepii: "B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
KapTOHHIl kopoOui Actpa3eHeka iHWi BMAau B3aemogin", "OcobnueocTi
dapmackioTrkan 3acTocyBaHHA" BiANOBIAHO O OHOBMEHOI
c JIM, CLA; iHpopmalii 3 6e3neku 3acTocyBaHHS

BMPOBHMLUTBO in-

nikapcbkoro 3acoby.
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
bulk: Bpicton- BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
Mariepc CkBib6 3aTBEPAKEHHS.
MaHydakTypiHr
KomnaHi, CLLUA
120.| NTA3OPUH® crpen HasanbHuw, TOB Ykpaina IcTiTyTO AIE ITanisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/3590/01/01
1,18 mr/mn; no 10 mn "Onenna Arxeni C.p.n. TexHiyHa nomurnka (3rigHo Hakasy MOS Big peuenma
y CKMsiHOMY Xenckea 23.07.2015 Ne 460) BunpasneHo TexHiYHy
6anoHunky 3 Ykpaina" NOMUIIKY B iIHCTPYKLT ANS MeANYHOro
[03Y04MM MPUCTPOEM; 3acTocyBaHHS nikapcbKoro 3acoby y po3aaini
no 1 6anoH4nky B «MicuesHaxomkeHHst BUpobHUKa Ta 1Moro agpeca
KapTOHHiI kopobuyi MicUsi NPOBaKEHHS AiSNbHOCTIY.
3a3HayeHe BUMNpaBeHHst TEXHIYHOT NOMUIIKK
BiAnoBigae BipHOMY 3a3HadYeHHI0 agpecu micus
nNpoBafXXeHHS AiAnbHOCTI BUPOOHMKa, sike Byno
3aTBepaxeHe Hakazom MOS YkpaiHu Ne 2143
Big 21.09.2020 p. (npoueaypa —
nepepeectpadist). 3asHayeHe BUNpaBneHHst
BiAnNoBigae apXxiBHUM maTepianam
peecTpauiiHoro JoCLE.
121 NAMOTPUL NMOPOLLIOK (CyBCcTaHuis) AT Ykpaina KoraHc IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - - UA/5770/01/01
XXUH y nakeTax nogsinHnx "dapmak” TNandcaeHcus 3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
nonieTuneHoBmx A Jlimiten HaviMeHyBaHHs1 Ta/abo agpecu 3asiBHUKA

BMPOBHMLTBA
HECTepPUIbHUX
nikapcbknx hopm

(BnNacHuka peecTpauinHoro noceigveHHs ) 3MiHa
Ha3BW Ta agpecy 3asBHUKa
3arBepoxkeHo: MNMAT «dapmak» YkpaiHa, 04080,
M. Kuis, Byn. ®pyH3ae, 63 3anponoHoBaHo: AT
«®apmak» YkpaiHa, 04080, m. Kuis, Byn.
Kupuniscbka, 63 3miHun | Tuny - 3miHK 3 akocTi.
Ceptudikat BignosigHocTi/lE-cepTudikat
BigMNOBIAHOCTI €BpONENChHKIl
dapmakonei/MoHorpadgii. NMogaHHsA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ons
BVXiQHOro martepiany/peareHTy/npomiKHOIro
NPOAYKTY, O BUKOPUCTOBYHOTECS Y BUPOOHULITBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BigNOBIQHOCTI €Bponewichbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKeHOro
BMPOOHWKa - noaaHHsA oHoBneHoro CepTudikaTty
BignoBigHocTi €Bponenceki hapmakonei R1-
CEP 2008-261-Rev 02 (nonepegHs Bepcisa R1-
CEP 2008-261-Rev 01) ans cybctaHuii
namoTtpumxkuHy. B pitovomy Pl Ha
JlamoTpuaXknH, NopoLLOK (cybcTaHLis),
3aTBEPKEHO Ha3By BUpoGHMKa RA Chem
Pharma Limited, India. [laHoto 3miHotO,
BignoBigHo Ao oHoBneHoi Bepcii CEP Ta nucta
BMPOOHYMKa, BHOCUTLCS HOBA Ha3Ba BUPOGHWKa
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
cybcTaHuii — Cohance Lifesciences Limited,
India, a Takox He3HauHi 3MiHM y agpeci
BMNPOBaKEHHS AisnbHoCTi. 3aTtBepakeHo: R1-
CEP 2008-261-Rev 01 PA Xem ®apma Jlimites,
IHaia P.C. Ne 50/1. Mykrecsapanypam,
[xaravinet MaHgan, KpiwHa (dict), A.MN. 521
175, IHais RA Chem Pharma Limited, India R.S.
No. 50/1, Mukteswarapuram, Jaggaiahpet
Mandal, Krishna (Dist), A.P. 521 175, India
3anponoHoBaHo: R1-CEP 2008-261-Rev 02
KoraHc JlandcaeHcus Jlimitea, IHais OinbHuus
A®I-| P.C. Ne 50/1, MykTecBapanypam Binugx
HTP LicTpikT IHAis-521 457 Dxarannet Mangan,
AHprpa MNpagew Cohance Lifesciences Limited,
India API Unit-l R.S. No. 50/1,
Mukteswarapuram Village NTR District India-521
457 Jaggaiahpet Mandal, Andhra Pradesh
122.( NEBEPET TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka KOHTPOIb SKOCTI, Icnanis BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a He UA/15001/01/01
MIHI NNiBKOBO Pecny6nik BUPOBHMLTBO 3MiHu | Tuny - 3MiHKn Wwopo peuenmom nionsieae
obornoHkoto, 0,10 a roToBOro 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
mr/0,02 mr; no 21 npoaykTy, 3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
Tabnetui B GnicTepi; nakyBaHH4, 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
no 1, 3abo no 6 BUNYCK cepii: MeOMYHOro 3aCTOCyBaHHS Ha NiacTaBsi
GricTepiB B KApPTOHHIl JlaBopaTtopioc perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3nekn
KopobLUi JleoH dapma, nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
C.A., IcnaHis; 3aCTOCyBaHHS nikapcbKkoro 3acoby B
MikpobionoriyHm nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
N KOHTPOb: OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHNX
JIABOPATOPIO BiZNOBIQHO 0 NNaHy nejiaTpuyHMX AOCHioXeHb
EYABAPHE, (PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
C.A,, IcnaHisi; YMNOBHOBaXXEHNM OpraHoM).
anbTepHaTUBHa 3MiHVM BHECEHO [0 iHCTPYKUii AN MeanyHoro
AinsiHka 3acTocyBaHHS nikapcbkoro 3acoby y po3ainu:
BTOPUHHOIO "MpoTtunokasaHHs", "OcobnmeocTi
napKyBaHHS: 3acTocyBaHHs", "lMobivHi peakuii" BignosigHo oo
TOB MaHaHTian OHOBMeEHOT iHdopMaLlii 3 6e3neku gioyoi
IHTerpa, IcnaHis peyoBuHW. BBEAEHHSA 3MiH NpoTSArom 6-tu
MicsILLiB Micnsi 3aTBEPOKEHHS.
123.| NIQA3A- NMOPOLLIOK ANSI PO34UHY TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a - UA/5773/01/01
BIOODAPMA ans iH'ekuin no 64 Of; | "BIOPAPMA "BIOPAPMA" 3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA peuenmom

5 ¢pnakoHiB 3
nopoLukom y bnictepi;
no 2 6nictepu y navui
3 KapTOHY

nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa y
mMeToAax BUNpobyBaHHSA NEPBUHHOI yNnakoBKW
roTOBOro MiKAPCbKOro 3acoby (He3HaYHi 3MiHM Y
3aTBEPKEHNX MeToAax BUNpobyBaHb)
BHeceHHs 3MiH go p.3.2.P.7 Cuctema
KOHTeWHep/3aKynoptoBarnbHuiA 3aci6 y
cneuudikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[pobku rymoBi Ans niodinbHoI cyLukny, a
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noceid4yeHHs1

came -BUNpaBrieHHs! MOMWUIKM B METOAI
KOHTponto «[1po30picTb PO3unHy» Ta
NPVBEAEHHS Y BIANOBIAHICTE 40 MOHOrpagii
LY. 3atBepmkeHo 4.MNpo30piCTb PO3UMHY.
P3uunH S 3a ctyneHem onanecueHuii He mae
nepesuLLyBaTh eTanoH |l. BunpobyBaHHs
npoBoAAThb 3rigHo DY, 2.2.1. BUkoHaHHs
KOHTpOMt0. 40-MM Luap po34nHy S NOpiBHIOOTb 3
40-mm Wapom Boau P, BUKOPUCTOBYHOUM
opHakoBi Npobipkn 3 6e36apBHOro NPO30pPOro
HEWTPanbHOro Ckra 3 NAIOCKUM AHOM, SiKi MaloTb
BHYTPILLHIN giameTp Big 15 Mm Ao 25 mm.
[NopiBHAHHA NPO30POCTi NPOBOAATL Y
pO3CiSHOMY AEHHOMY CBITNi, Mepernsganym
3pasku B3OOBX BepTMKamnbHOI oci NpoGipok Ha
6inomy oHi. 3anponoHoBaHo 4.MNpo3opicTb
po3umHy. P3uunH S 3a cTyneHem onanecueHLii He
Mae nepesuLLyBaTh eTanoH |l. BunpobyBaHHsi
npoBoAAThb 3rigHo DY, 2.2.1. BUkoHaHHs
KOHTpomto. 40 MM wap po3ynHy S MOPIBHIOOTH 3
40 MM Wwapom eTanoHy |l, BUKOpUCTOBYOUM
opHakoBi Npobipku 3 6e3GapBHOro NPO30pPOro
HEWTPanbHOro CKra 3 NMIOCKUM AHOM, siKi MaloTb
BHYTPILUHIN giameTp Big 15 Mm Ao 25 mm.
[NopiBHAHHA NPO30POCTi NPOBOAATL Y
pO3CisHOMY AE€HHOMY CBITNi, Mepernsganym
3pasku B340BX BEPTUKamNbHOI oci Npobipok Ha
YOpHOMY OOHi. 3MiHu | TMNY - 3MiHKM 3 sKOCTI.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa y
MeToax BUNpoOyBaHHS NEPBUHHOI YNaKOBKM
roTOBOro NMiKaPCbKOro 3acoby (He3HaYHi 3MiHW y
3aTBEPKEHUX MeToaax BUNpobyBaHb)
BHeceHHs 3MmiH go p.3.2.P.7 Cuctema
KOHTeWHep/3aKynoptoBanbHuUi 3acio y
cneundikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans nioginbHOI CyLLKn», a
came - fodaHo iHopmaLiio Woao MeToay
KOHTpOMto «LIMHK, L0 ekcTparyeTbesin:
[AeTani3oBaHoO NPUroTyBaHHsI eTanoHHUX
PO34MHIB, HABeAEHO Po3paxyHKoBy chopmyny.

124,

MAKCITPA

TabneTku, BKPUTI
NNiBKOBOIO
obornoHkoto, no 100
mr, no 1 abo no 4
Tabnetku y Gnictepi;
no 1 6nictepy y
KapTOHHiI kopobui

dapmauesT

MYHUI 3aBOf,

"MONb®AP
MA" C.A.

MonbLia

dapmaueBTUYHN
1 3aBof
"MONb®APMA"
C.A.

MNonblia

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI

€Bponevicbkint dapmakonei/MmoHorpadii.

MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUNy4YeHHs cepTudikara

BignoBigHocTi EBponenchkii hapmakonei: ans

ADI; ansa BuxigHoro

3a
peuernmom

UA/14262/01/02
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADIl; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaXeHoro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikaTty
BignoBigHOCTI €Bponeiickkin hapmakonei R1-
CEP 2013-072-Rev 02 Big Bxe 3aTBEpPOXEHOrO
BUpobHMKa Pharmaceutical Works Polpharma
S.A. [ito4oi pevoBMHM cungeHadin B 38’aA3Ky 3i
3MiHO0 Ha3BMW BUPOOHWKa iHTepmeaiaTiB
(3aTBepmkeHo: R1-CEP 2013-072-Rev 01
Manufacture of intermediates: Athulitha
Laboratories PVT Itd.; Topharman Shandong
Co., Ltd.; GVK Biosciences Private Limited,;
Manufacture of Sildenafil citrate: Pharmaceutical
Works Polpharma S.A.; 3anponoHosaHo: R1-
CEP 2013-072-Rev 02 Manufacture of
intermediates: Athulitha Laboratories PVT Itd.;
Topharman Shandong Co., Ltd.; ARAGEN LIFE
SCIECES PRIVATE LIMITED; Manufacture of
Sildenafil citrate: Pharmaceutical Works
Polpharma S.A.).

125,

MAKCITPA

TabneTkn, BKPUTI
NniBKOBOKO
obonoHkoto, no 50 wr,
no 1 abo no 4
Tabnetku y 6nictepi;
no 1 6nictepy y
KapTOHHiI kopobui

dapmanesT

MYHWUI 3aBOf,

"MONb®AP
MA" C.A.

MonbLwa

dapmaueBTUYHU
1 3aBof
"MOJIbOAPMA"
C.A.

MNonbla

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkin dapmakonei/MmoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHocCTi EBponenchkii hapmakonei: ons
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHUMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BigNOBIQHOCTI €Bponewichbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKeHOro
BMPOOHMKa - NOAAHHA OHOBMEHOro cepTudikaTty
BignoBigHOCTi €Bponencoki hapmakonei R1-
CEP 2013-072-Rev 02 Big Bxe 3aTBEpPOXEHOr0
BUpoGHuKa Pharmaceutical Works Polpharma
S.A. pitoyoi peyoBuHM cunaeHadin B 3B’A3Ky 3i
3MiHO Ha3BW BUPOGHMKa iHTepMeaiaTiB
(3aTBepmkeHo: R1-CEP 2013-072-Rev 01
Manufacture of intermediates: Athulitha
Laboratories PVT Itd.; Topharman Shandong
Co., Ltd.; GVK Biosciences Private Limited;
Manufacture of Sildenafil citrate: Pharmaceutical
Works Polpharma S.A.; 3anponoHoBaHo: R1-
CEP 2013-072-Rev 02 Manufacture of

3a
peuernmom

UA/14262/01/01
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n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
intermediates: Athulitha Laboratories PVT Itd.;
Topharman Shandong Co., Ltd.; ARAGEN LIFE
SCIECES PRIVATE LIMITED; Manufacture of
Sildenafil citrate: Pharmaceutical Works
Polpharma S.A)).
126, MAKCILUUH® KOHLeHTpaT 4ns TOB "lOpisi- YkpaiHa TOB "HOpisi- YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/18718/01/01
PO34MHY ANS iHY3iN, Papm" ®apm" TexHivyHa nomunka (3rigHo Hakasy MO3 Big peuenmom
400 mr/20 mn, no 20 23.07.2015 Ne 460) BunpaBneHHs TEXHIYHMX
Mn 'y donakoHi; no 1 NOMUIOK, 3rigHo n.2.4.4 po3giny VI Hakazy MO3
cnakoHy B nayui 3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuiji
KapTOHY Hakady MO3 Ykpainu Big 23.07.2015 p Ne 460):
BUMNPaBIEHHS TEXHIYHUX NOMMIIOK, AOMYLUEHNX
npun NpoBeAEHHI Npouenypi peecTpauii, aka
3aTBepakeHa Hakasom MO3 YkpaiHu Big
23.04.2021 Ne 817 nomunku y metogax
KOHTPOI0, 30Kpema BiACYTHi ONUC METOAMKN
BM3Ha4YeHHS 6akTepianbHNX eHAOTOKCUHIB.
3a3HaueHe BUNpaBrieHHs Bianosigae
marepianam peecTpauifiHoro Aocke, siki
npefcTaBrieHi B apxiBHWX MaTepianax
peecTpauinHoro Jocbe
127 MANIbTO®EP | kpanni opanbHi, 50 Bidpop LLisenuapi BrpobHuuTBO LLisenuapis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/5869/03/01
® mr/mn, no 10 mn abo (IHTeprewH A Hepo3dacosaHo MopTyranis 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
30 mn y conakoHi abo 1) IHK. T npoaykuii, nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa

KOHTeWHepi (Tybi) 3
KpanenbHuueto; no 1
dnakoHy abo
KOHTeWHepy (Ty6i) B
KapTOHHIN kopobLyi

KOHTPOIb SIKOCTI,
nepBUHHA Ta
BTOPWHHA
ynakoBka:
Bidop C.A.,
LLiseniuapis
BupobHuLTBO
Hepo3dacosaHo
T npoaykKuii,
KOHTPOIb AKOCTI,
nepBUHHA Ta
BTOPWHHA
ynakoBka:
16epdap
IHaycTpia
dapmaueyTika
CA,
MopTyranisa
KoHTpornb
SIKOCTi, [03BInN
Ha BUMYCK cepii:
Bidop
(IHTepHeLHmn)
IHK., LWBenuapis

abo BBeAEeHHs 40OaTKOBOI AiNbHULI
BMPOBHMLUTBA AN YacTMHM abo BCbOro
BUPOGHMYOro NpoLecy roTOBOro NikapCbKoro
3aco0y (AinbHULA ANA BTOPUHHOIO NaKyBaHHS)
[oAaBaHHA anbTepHaTUBHOrO BUPOBHYKa,
BiMNOBiAanbLHOro 3a BTOPUHHE NakyBaHHS J13:
16epdap IHaycTpis ®apmaueyTtika C.A.,
Moptyranis (Iberfar Industria Farmaceutica,
S.A., Portugal). 3miHun | Tuny - 3MiHn 3 sikocTi.
[oToBWMI Nikapcbkuii 3aci6. 3MiHK y
BUPOOHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpobHULTBa ANs YacTuHK abo BCbOro
BUPOGHMYOro NpoLecy roTOBOro NikapCbKoro
3acoby (AinbHMLA ANS NEPBUHHOIO NaKyBaHHS)
[ofaBaHHs anbTepHaTUBHOMO BUPOBHNKA,
BiANOBiganbHOro 3a NepBMHHE NakyBaHHst J13:
16epdhap IHaycTpis ®apmaueyTika C.A.,
MopTyranis (Iberfar Industria Farmaceutica,
S.A., Portugal). 3miHu | Tuny - 3MiHM 3 siKOCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHU y
BUPOGHMLTBI. 3aMiHa abo BBeEeHHSA 40OaTKOBOI
AinbHWUI BUpobHULTBa ANs YacTuHK abo BCbOro
BMPOBHMYOro NpoLLEeCY roTOBOrO NiKapCbKoro
3acoby (AinbHULSA, Ha Sk NpoBOAATbLCS Byab-
sIKi BUPOGHWMYI cTagii, 338 BUHATKOM BUMYCKY




[IponoBkeHHs 1oaarka 3

BTOPWHHOIO NaKyBaHHs, ANS1 HECTEPUIbHUX
nikapcbkux 3acobiB) AogaBaHHs
anbTepHaTMBHOrO BUPOOHWKa, BignoBigansHoOro
3a BUPOBOHMLTBO Hepo3dhacoBaHOi NpoayKLii:
16epdhap IHaycTpis ®apmaueyTika C.A.,
MopTyranis (Iberfar Industria Farmaceutica,
S.A., Portugal). 3miHun | Tuny - 3miHn 3 aKocTi.
[oToBMI nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO SKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHsA AiNbHULI, Ha SKiA 34INCHIOETLCS
KOHTpOnb/BUNpobyBaHHS cepii) AoAaBaHHS
anbTepHaTMBHOIO BUpOOHWKa, BignoBigansHoOro
3a KoHTponb sikocTi J13: 16epdap IHaycTpis
dapmaveyTika C.A., MNMoptyranis (Iberfar
Industria Farmaceutica, S.A., Portugal). 3minu |
THny - 3MiHK 3 sIKOCTi. FOTOBUIA NMikapCbKMit
3aci6. 3MiHN y BUpoOHMUTBI. 3MiHM Y npoueci
BMPOGHMLTBA rOTOBOIO fikapcbKoro 3acoby,
BKIOYa4M NPOMKHUIA NPOJYKT, WO
3aCTOCOBYETBLCS NMPU BUPOGHULITBI FOTOBOrO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMPOGHMUTBA) 3MiHW Y NpoLeci BUpobHMuTBa
nikapcbKoro 3acoby, Lo NonsArarTb Y HE3HaYHIN
apanTauii BupobH1Yoro npotiecy, BHacnigok
[ofaBaHHs anbTepHATUBHOMO BUpoOHuKa J13
16epdap IHaycTpis ®apmaueyTika C.A.,
MopTyranis (Iberfar Industria Farmaceutica,
S.A., Portugal). 3miHun | Tuny - 3MiHm 3 sikocTi.
[oToBMI Nikapcbkui 3aci6. 3MiHN y
BUPOGHMLTBI. 3MiHa po3Mipy cepil (BKkrovaoum
fianasoH po3mipy cepii) roTOBOro nikapcbkoro
3acoby (36inbweHHa o 10 pasiB NopiBHSAHO i3
3aTBEPPKEHUM PO3MipOM)
36inbLueHHs po3mipy cepii J13 3 1000 n go 3000
n ansi 3atBepaeHoro BupobHuka Vifor S.A.,
Switzerland; go n. 3.2.P.3.2. Cknapg Ha cepito
nofaeTbes iHopMaLis Npo cknag Ha cepito
(2700 n) anst HoBoro BMpoGHuKa J13 16epdap
IHgycTpis ®apmaueyTika C.A., MNopTtyranis
(Iberfar Industria Farmaceutica, S.A., Portugal).
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa y
NEePBUHHIN yNakoBLi FOTOBOrO MiKapCbKoro
3acoly (SKiCHWMI Ta KinbkicHWIA cknag) - M'ski Ta

HecTepuibHi pigki nikapcbki hopmu - AogaBaHHSA

75
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Cepil, KOHTPOMIO AKOCTi, NMEPBUHHOIO Ta
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1

HOBOI NEPBUHHOI YNaKoBKK, a came dnakoHy Ta
KPULLKK, L0 3arBUHYYETLCS, 3 KpanesnbHULE
ansi HoBoro BupobHuka J13 16epdap IHaycTpis

dapmaveyTika C.A., MNMoptyranis (Iberfar

Industria Farmaceutica, S.A., Portugal). 3minn |

TMny - 3MiHK 3 akocTi. A®Il. Cuctema
KOHTeNHep/3aKkynoptoBanbHuii 3aci6. 3miHa y
6e3nocepeHin ynakosui ADI (sikicHi Ta/abo

KiNbKICHI 3MiHW cknagy) nodaBaHHst
nonietTuneHoBoi onbrn (Tyon) B AKOCTI
anbTepHaTMBHOI NEPBUHHOI YNaKOBKM Ail040i
peyoBUHU. 3MiHK | TUMY - 3MiHK 3 SKOCTI.

["oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHW) BUKNageHHs

MKA M3 3 pociiicbkoi Ha yKpaiHCbKy MOBY.
3minn Il TMny - 3miHm 3 akocTi. ADI. (iHwWi 3miHK)
3MiHW, LLIO NonsAraloTb B iMnneMeHTauii Bumor
kepiBHuyTBa ICH Q3D Wwoao enemeHTHMX
[OOMILLIOK, Ta 3aranbHOMY OHOBIIEHHI Ta
rapmoHisauii BignosigHux posainis Moayns 3:
3MiHW Y HACTYMHKX Nigpo3ainax peecTpauinHoro
pocbe: n. 3.2.S.2.3. KoHTporb maTepianis;
3.2.S.3.2. Jomiwku, 3.2.S.4.1. Cneumndikauis,
3.2.5.4.2. AHaniTnyHi metoauku, 3.2.S.4.3.
Banigauis aHaniTnyHnx metoauk, 3.2.5.4.4.
Ananis cepin, 3.2.5.4.5. O6rpyHTyBaHHS
cneuudikauii, 3.2.S.7. CtabinbHicTb. 3MiHn 11

Tuny - 3MiHK 3 sikocTi. 3MiHM 0 peecTpaLiiHoro
NOCBIAYEHHS BHACNIAOK iHLINX PErynATOpHUX
npoueayp (iHLWi 3MiHK) 3MiHW, WO nonsraTb B
iMmnnemeHTauji Bumor kepisHuutea ICH Q3D

LLIOA0 eNEeMEHTHMX JOMILLIOK AS1S FOTOBOro
nikapcbkoro 3acoby, a Takox rapMoHisauii
cneuudikauin M3 Ta OHOBNEHHI aHaniTUYHUX
MEeTOAMK BifnoBigHO 4O Cy4aCHUX BUMOT,
OoHoBrieHHs . 3.2.P.4.1. Cneuudikauii,
3.2.P.5.1. Cneuundpikauis(-i) M3, 3.2.P.5.2.
AnanituyHi metoaukn, 3.2.P.5.3. Banigauis
aHaniTMyHMx metoauk, 3.2.P.5.4. AHani3 cepin,
3.2.P.5.5. XapakrepucTtuka gomiwiok, 3.2.P.5.6.
OGrpyHTYBaHHSA cneuudikauii. B pesynbrari
oHoBneHHs p. 3.2.P.5.1. Cneundikauis(-i) M3,
3.2.P.5.2. AHaniTn4Hi MeToaunkm BigbyBatTbCs

HacTynHi 3miHun: M. «FyctuHa (20°C)», «[osa Ta

OLHOPIAHICTb 803yBaHHsY, «laeHTudikauisa
3anisza» 3anponoHOBaHO He NPOBOAUTH
KOHTPOIb 32 AaHUMM NOKa3HUKaMMU MPOTSAroM
cTabinbHOCTI; ANns igeHTMdiKaulii 3aMicTb

BunpobyBaHHsa «KD 3Ha4YeHHs 3ani3a rigpokcua
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep

n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o

n 3acoby ynakoeka) noceid4yeHHs1

noniManbTo3aT» BBEAEHO BUNPODYBaHHs
«MonekynapHa maca, Mw, Mn, P= Mw/ Mn» i3
BiAMNOBIQHOK MeToAMKOW BUNPODByBaHHs; 3a n.
«Bun3HaueHHs ioHiB 3ani3a» - 3MIHIOETbLCA METOA,
BMNPOOYBaHHS 3 rpaHNYHOro TECTy 3a
[OMOMOroH KONMbOPOBOI peakLii (3 BUMOrow
cneungikauii <1500 w/v) Ha KinbkicHe
BM3HaYeHHs metogom Y®-Bua. cnektpockonis (3
BUMOroto cneumdikauii <1500 mr/n) nig vyac
TepMiHy npuaaTtHocTi; 3a n. «KinbkicHe
BW3Ha4eHHs1. 3ani3o» - 3anponoHoOBaHo
PO3LWMPUTI MEXI NPUAHATHOCTI NPU BUNYCKY Ta
Ons TepMiHy npuagaTHocTi 3 «4,8-5,2% m/V» go
«4,75-5,25 % (m/v), wo Bignoeigae 95-105% Big
3asiBMEHOro BMICTY».

128 MEOOIPEJNb | TabneTku, BKpUTI Mepokemi Kinp BUPOBHMLTBO Kinp/ManbTa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/12149/01/01
NniBKOBOKO nTa Hepo3dacoBaHo 3MmiHun | Tuny - 3MiHKM Wwopo peuenmom nidnseae
0060s0HKO0, Mo 75 Mr: ro NpoAaykTy, 6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
no 10 TabneTtok y KOHTPOIb SKOCTI, 3MiHM Y KOPOTKil XapaKTepucTuLi nikapcbkoro
GnicTepi 3 [03BiN Ha 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
nonisiHinxnopmay Ta BUMYCK Cepil: MEANYHOro 3aCTOCYBaHHS
antoMiHieBoi donbru; Mepokemi 1T reHepUYHMX/riGpnaHnX/6ionogibHNX Nikapcbknx
no 3 Gnictepu B (UeHTpanbHui 3acobiB nicnsi BHECEHHS TiEi camoi 3MiHM Ha
KapTOHHiI kopobLyj; no 3aBog), Kinp pedepeHTHUI npenapaT (3MiHa He nNoTpebye
10 TabneTtok y nepBUHHE Ta HaflaHHS XOAHWUX HOBMX J40OATKOBUX AaHMWX)
antoMiHieBomy BTOPUHHE 3MiHN BHECeHI A0 iHCTPYKLiT Ans MeanyHoro
GnicTepi, no 3 nakyBaHHs: 3acTocyBaHHS nikapcbkoro 3acoby y posainu:

GnicTepn B KapTOHHIN Megokemi TTO "®papmakoTepanesTuyHa rpyna. Kog ATX"
Kopoo6ui (3aBog AZ), (yTouHeHHs iHdopmaLii 6e3 3miHn kogy ATX),
Kinp "®apmakonorivHi BnactusocTi", "lMokasaHH:A"
AxTasic NTA, (peparyBaHHs), "lNpoTunokasaHHs", "Baaemogis
ManbTa 3 iHWKMMK NiKapCcbknMy 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHs Ta
posn", "Oitn" (yTouHeHHst), "MobivHi peakuii”
3rigHo 3 iHdopMalLieto Woao MeguyHoro
3aCTOCYBaHHSI pedhepeHTHOro nikapCbKoro
3acoby (MNABIKC, TabneTtku, BKpUTi
o6onoHkoto, no 75 mr). BBegeHHs 3MiH npoTsirom
3-x MicsiLiB nicns 3aTBEPHKEHHS
129 MEPANIC® cnpen HasanbHui, Anpan- XopsarTis Anpan- Xopsaris BHECEHHS 3MiH [0 peecTpauiHuX maTepianis: bes nionsizae UA/17378/01/01
IHTEHCUB po3ynH no 10 My [aneHcbkui ["aneHcbknn 3MiHu | TUnYy - 3miHKn Wwopo peuenma
rakoHi 3 4O3yHUUM JTabopaTopi JlabopaTopin 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy.
npucTpoem; no 1 na.a. a.a. 3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro
rakoHy y KapTOHHI 3acoby, TeKCTi MapKyBaHHS1 Ta iHCTPYKLUIi Ans
Kopoo6Li Me[NYHOro 3aCTOCYBaHHS Ha MiacTaBi
perynsipHO OHOBIMOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku




78

[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

3acTocyBaHHS nikapcbkoro 3acoby B
nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT
OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
BiAMNOBIQHO OO0 NNaHy nejiaTpu4HMX SOCnioKeHb
(PIP) (3miHYy y3rogXeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHM BHECeHi [0 iHCTPYKLiT 4ns MeguyHoro
3acTocyBaHHs y poaginu: "lMpoTunokasaHHs",
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi BMAw B3aemogin”, "OcobnmeocTi
3actocyBaHHs", "3acTocyBaHHs y nepioa
BariTHoCTi abo rogyBaHHs rpyaar”, "MobiyHi
peakuii" woao 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. BeeaeHHst 3MiH MpoTArom
3-x MicsliB nicns 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHv) 3MiHM BHECeHi A0
IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHsA
nikapcbkoro 3acoby o poaginy "OcobnmsocTi
3acTocyBaHHs" WoA0 6e3neku Gityoi pevyoBUHMN.
BBegeHHst 3MiH NpoTsarom 3-x Micauis nicns
3aTBEePAKEHHSs!

130,

METEOKCAH

Kancynu, no 15 kancyn
y 6nicTepi; no 1 abo 2
abo 4 Gnictepn B
KapTOHHIN kopobLyi

Anbdacirma
dpaHc

®paHuia

Anbdacirma
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
TexHiyHa nomurnka (3rigHo Hakasy MOS Big
23.07.2015 Ne 460) BunpaBneHHs1 TeXHIYHOT

NMOMUNKN B HanUcaHHi Ha3Bu J13 naTuHuLeo B

MK#A, iHCTpyKUiT NS MeaUYHOro 3acTocyBaHHs
nikapcbkoro 3acoby Ta B TEKCTi MapKyBaHHS!

ynakoBok (3aTBepgkeHo: METEOXAN;
3anponoHoBaHo: METEOXANE). BunpaeneHo

TeXHiYHY MOMWIKY B Ha3Bi Nikapcbkoro 3acoby

NaTUHULEIO B iHCTPYKUIT ANt MeauyHoro
3aCTOCYBaHHsI Ta y TEKCTi MapKyBaHHS YNaKoBK/
nikapcbkoro 3acoby. 3ATBEPIPKEHO:
METEOKCAH METEOXAN
3AMPOMNOHOBAHO:
METEOKCAH METEOXANE 3a3Ha4eHe
BMNpaBrieHHs BiANoBiAae apxiBHUM MaTepianam
peecTpaLiiHoro gocbe

be3
peuenma

UA/11345/01/01

131,

METPOBION
OEHTA

renb Ansa siceH no 20 r
y Tybax anoMiHieBuX;
no20ry
TyGiantomiHiesil ; no 1
TyOi y mayuji 3 KapToHy;
no 20 r y Tybax
namiHaHTHuX; no 20 r
y Ty0i naMiHaHTHin, no
1 1y6i y nayui 3
KapTOHY

MpAT
dapmaueBT
n4Ha
habpuka
"Biona"

YkpaiHa

MpAT
dapmaLeBTUYHa
abpuka
"Biona"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuii 3acit. 3MiHa y
NEPBUHHIN yNakoBLi FOTOBOrO MiKapCbKoro
3acoly (sikicHWI Ta KinbkicHWA cknag) - M'siki Ta
HecTepunbHi pigki nikapcbki GopMn — BBEAEHHS
[oaaTtkoBmx ynakoBok no 20 ry Tybax
namiHaTHux Tuny ABL 3 6ywioHamm y nayui Ta
6e3 nayku, 3 BigNoBigHMMK 3MiHamu A0 p.

6e3
peuenma

nidnsieae

UA/11820/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
«YnakoBka». 3MiHM BHeCeHi B po3ain "YnakoBka"
B iHCTPYKLUit0 ANst MEANYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y 3B'3Ky BBEAEHHAM 2
[0[aTKOBMX YMaKoBOK, SIK HACMIAOK -
3aTBEPPKEHHS TEKCTY MapKyBaHHS! [OAaTKOBUX
YNaKoBOK Nikapcbkoro 3acoby. BeBeaeHHst 3amiH
npoTArom 6-T1 MicsILiB Nicns 3aTBepAKEHHS
132/ MUPLEPA® PO34MH ANs iH eKUin TOB "Pow YkpaiHa Bupo6HMuTBO Himevumna/ BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/16434/01/02
no 50 mkr/0,3 mn, 1 YkpaiHa" Hepo3adacoBaHo LLIseniapis 3MinHn | TMny - 3MiHK 3 sKocTi. [oToBMNA peuenmom
nonepegHLo T npoaykuii, nikapcbkuii 3aci6. KoHTponb rotoBoro
HaMOBHEHMWI LINpUL, nepBUHHE nikapcbkoro 3acoby. 3miHa y MmeTogax
pasoM 3 rofkoto Ans nakyBaHHs1, BMNPoOYBaHHS rOTOBOrO NikapCbkoro 3acoby
iH €KL Yy KaPTOHHIN BTOPUHHE (He3Ha4yHa 3MiHa y 3aTBepaKeHUX MeToaax
ynakoBLi nakyBaHHs, BUNPODYBaHHS) HE3HAYHI 3MiHW B
BUNpoByBaHHs 3aTBepakeHoMy MeToai BunpobysaHHs 113 3a

KOHTPOMIO SIKOCTi
(3a BUHATKOM
BUNpobyBaHHSA
MeToaoM
GionoriyHoro
aHanisy
"AKTUBHICTb in
vivo, Ha
HOPMOLMTEMIYHI
" muwi" gns
[OCHioKEHHSA
cTabinbHocTi),
BUNYCK cepii:
Pow
LiarHocTukc
'M6X,
HimeuuuHa;
BunpobyBaHHs
KOHTPOMIO SIKOCTi
aKTUBHOCTI Ans
BU3HAYEHHS
(TinbkK
BUNpobyBaHHsA
MeToaoM
GionoriyHoro
aHaniay
"AKTUBHICTb in
vivo, Ha
HOPMOLMTEMIYHI
" muwi" gns
LOCTioKEHHs
crabinbHocTi):
Bioecceii-Nabop
dtop Bionoriwe

nokasHukom «4Yuctota» (obepHeHo-hpasoBa
BEPX), a came BunyyeHHs koedilieHTy cumeTpii
niky (T) 3 napameTpiB npuaaTHOCTI
XpomartorpadidHoi cuctemu. [loaaTkoso,
pefakuinHi npaBkv B MeTogax «Yucrtora»
(ekckno3nBHa xpomatorpadisi) Ta «BmicT Ginka»
(YP-cnekTpodoToMeTpist) - Tinbku ons
po3syBaHHA 50 mkr/0,3 mn. BBeaeHHs 3miH
npoTSArom 6-Tu MicsaLiB Nicnsa 3aTBepAXEHHS




80
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

AHanitik TM6X,
HimeuuuHa;
BupobHuLTBO
Hepo3dacoBaaH
ol NpoaykLuii,
nepBUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOJHO SIKOCTI
(32 BUHATKOM
BMNPOOYBaHHS
MeToaoM
GionoriyHoro
aHanisy
"AKTUBHICTb in
Vivo, Ha
HOPMOUMTEMIYHI
" muwi" gns
LOCTiopKeHHs
cTabinbHOCTi:
. XodhdpmaHH-
Na Pow N1A,
LLiBerinapisa

133.

MWPLIEPA®

PO34MH AN iH'eKUi no
75 mkr/0,3 mn; 1
nonepegHbo
HanoBHEHWIA LLNpUL,
pa3oM 3 rofkoto Ans
iH’EKUIN Y KApTOHHIN
ynakoBLi

TOB "Pouu
YkpaiHa"

YkpaiHa

BupobHuLTBO
Hepo3dacoBaHO
T npoaykuii,
nepBuHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHs1,
BUNpoByBaHHs
KOHTPOMIO SKOCTi
(32 BUHATKOM
BUNpoByBaHHs
MeToaoM
GionoriyHoro
aHaniay
"AKTUBHICTb in
Vivo, Ha
HOPMOUMTEMIYHI
" Muwi" ans
LOCTiopKEeHHs
cTabinbHocTi),
BUWMYCK Cepil:
Pow
[iarHocTuke
m6X,
HimeuuuHa;
BunpobyBaHHs

HimeuuunHa/
LLisenuapis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3Mminn | TMny - 3MiHK 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BUNPOBYBaHHS rOTOBOrO Nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEepAKeHNX MeTofax
BUNPOBYBaHHS) HE3HAYHI 3MiHW B
3aTBepakeHoMy MeToAi BunpobysaHHs 113 3a
nokasHukom «4uncrota» (06epHeHo-hasoBa
BEPX), a came BunyyeHHs koedilieHTy cumeTpii
niky (T) 3 napameTpiB NpuaaTHOCTI
xpomatorpadiyHoi cucremn. flonaTkoso,
pedakuinHi npaekv B MeTodax «Yuctota»
(excknto3nBHa xpomaTorpadis) Ta «BmicT 6inka»
(Y®-cnektpodoToMeTpis) - Tinbku ons
po3yBaHHs 50 mkr/0,3 mn. BBegeHHs 3MiH
NPOTArom 6-T MicsAUIB NiCNs 3aTBEpPAKEHHS

3a
peuernmom

UA/16434/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

KOHTPOJHO SIKOCTI
aKTUBHOCTI Ans
BU3HAYEHHS
(Tinbkn
BMNPOOYBaHHS
MeToaoM
GionoriyHoro
aHanisy
"AKTUBHICTb in
Vivo, Ha
HOPMOUMTEMIYHI
" muwi" gns
LOCTiopKeHHs
cTabinbHocCTi):
Bioecceli-Jlabop
crop Gionoriwe
AHnanitik F'moX,
Hime4vuuHa;
Bupo6bHuLTBO
Hepo3dacoBaHo
I NnpoaykKuii,
nepBUHHE
nakyBaHHs,
BUNpobyBaHHSA
KOHTPOJIO SIKOCTI
(3a BUHATKOM
BUNpoByBaHHs
MeToaoM
GionoriyHoro
aHaniay
"AKTUBHICTb in
Vivo, Ha
HOPMOUMTEMIYHI
n muwi" gns
[OCHioKEHHSA
cTabinbHOCTI:
d.XodhdpmaHH-
Ia Pouw J11A,
LLIseviLapis

134,

MOHTEJNYKA
CT-TEBA

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, no 10 wmr;
no 7 tabnetok y
6nicTepi, no 4
GnicTepu B KapTOHHIN
Kopoo6Li

TOB "TeBa
YkpaiHa"

YkpaiHa

TOB TeBa
OnepenH3
MonaHa

MNonblia

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeANYHOrOo 3aCTOCYBaHHS
reHepuYHUX/ribpuaHnx/GionodibHUX nikapcbkmx
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pedbepeHTHUIA Npenapar (3miHa He noTpebye
HafaHHS XXOOHUX HOBUX AOAATKOBUX AaHUX).

3a
peuernmom

He
nionsieae

UA/12439/02/01
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PeecmpauyitiHa npoyedypa

Ymoeu

Peknamye

Homep

Ne Hasea
n/ | nikapcbKo20
n 3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

3MiHM BHECeHi [0 iHCTPYKLiT 4ns MegnyHoro

sionycky

aHHsT*

peecmpayiliHo2o

noceid4yeHHs1

3aCcTOCyBaHHS nikapcbkoro 3acoby y posainu:

"dpapmakoTepaneBTuyHa rpyna. Kog ATX"
(OHOBMEHO TEKCTOBY YacTuHy), "dapmakonorivHi

BnactueocTi", "lNokasaHHs", "B3aemogia 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUAn

B3aemogin", "OcobnuneocTi 3acTocyBaHHs",
"Cnoci6 3acTocyBaHHs Ta go3un", "Oitn", "MobiuHi
peakuii" 3rigHo 3 iHbopmaLi€eto LWogo MeanyHOro

3acToCyBaHHs pedepeHTHOro nikapcbkoro
3acoby (CuHrynsip TabneTku, BKpUTi MNiBKOBOHO
o6onoHkoto no 10 mr). BBegeHHs 3MiH NpOTArom
6-TV MicauiB nicns 3aTBepPOKEHHSA

3a

He

UA/12439/01/01

MOHTEJNYKA
CT-TEBA

135,

TabneTku xyBasnbHi No
4 Mr, no 7 TabneTok y
Gnictepi; no 4
Gnictepn B KapTOHHIN
KopobLUi

TOB «TeBa
YkpaiHa»

Ykpaina

TOB TeBa
OnepenwHs
MonaHa

MNonbwa

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis:
3MiHu | Tuny - 3MiHKn Wwopo
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
MEeAMNYHOrO 3aCTOCYBaHHS!
reHepuyHMX/ribpnaHnx/GionodibHNX fikapcbKkmx
3aco6iB nicnsi BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHUI npenapaT (3MiHa He nNoTpebye
HaaHHS )XOOHWX HOBUX AOAATKOBUX OAHMUX).
3MiHM BHECeHi [0 iHCTPYKUiT 4ns MeguyHoro
3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(OHOBMNEHO TEKCTOBY YacTUHY), "dapmMakonoriyHi
BnacTtuocTi", "lNoka3aHHs", "B3aemopnia 3
iHLWIMMM nikapcbkumy 3acobamu Ta iHWi BUuam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHs Ta go3u", "TMobiuHi
peakuii" 3rigHo 3 iHbopmaLi€eto LLoao MeANYHOIO
3aCTOCyBaHHsi pehepeHTHOro NikapCbKoro
3acoby (CuHrynsip TabneTtku >xyBanbHi Nno 4mr;
no 5 mr). BBegeHHs 3miH npoTsrom 6-Tu micauis
nicns 3aTBepAXKEHHS!

peuernmom

3a

nidnsieae

He

UA/12439/01/02

MOHTEJYKA
CT-TEBA

136.

TabneTku >yBanbHi No
5 mr; no 7 TabneTok y
GnicTepi; no 4
Gnictepu B KapTOHHIN
KopobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

TOB TeBa
OnepenwH3
MonaHa

MNonblia

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeANYHOrOo 3aCTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionodibHUX nikapcbkux
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pecbepeHTHUIA Npenapar (3miHa He noTpebye
HaAaHHS XOAHUX HOBUX JOAATKOBUX AaHUX).
3MiHM BHECEHI [0 iHCTPYKLIT ANns MeguyHoro
3acToCyBaHHSA nikapcbkoro 3acoby y po3ainu:

"®PapmakoTepanesTuyHa rpyna. Kog ATX"

peuenmom

nidnsieae
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
(OHOBMEHO TEKCTOBY YacTuHy), "®apmakonorivHi
BnactueocTi", "lNokasaHHs", "B3aemogia 3
iHLWMMM nikapcbkumm 3acobamm Ta iHWi BUAan
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHs Ta fo3u", "MobivHi
peakuii" 3rigHo 3 iHbopmaLi€eto LWogo MeanyHOro
3acToCyBaHHA pedpepeHTHOro NikapCbkoro
3acoby (CuHrynsp TabneTku >xyBarbHi Nno 4mr;
no 5 mr). BBegeHHs1 3miH npoTsrom 6-Tu micauis
nicnsa 3aTBepaAXXeHHs
137 MYYHULUI nuersa MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: bes - UA/6242/01/01
JINCTA no50rabono100ry "NikTpasun" "NikTpasun" 3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA peuenma
navkax 3 BHYTPILLHIM nikapcbkuii 3aci6. Cuctema
nakeTom; KOHTelHep/3aKkynoptoBanbHuUi 3aci6 (iHWwi 3MiHK)
no 2,0 ry inbTp- - BHECEHHSA 3MiH A0 cneumadikauii 3 KOHTPOno
naketi; no 20 cinbTp- NnepBMHHOIO NakyearnbHoro matepiany (Manip
nakeTiB y nayui abo y inbTPyBanbHMI), a came JONOBHEHHS
nayui 3 BHyTpPILWHIM nokasHuka «laeHTungikauis (30BHiLLHI 03HaKM)»
nakeTom; BKIIOYEHHAM [0AaTKOBMX O3HaK Ans
no 2,0 ry cpinbTp- BidyanbHOro KoHTpormo «6) Komip».
naketi B
iHaMBigyansHoMy
nakeTuky; no 20
inbTp-nakeTiB y
navui
138 M'ATU nueta, no 50 ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes - UA/5979/01/01
NEPLEBOI naykax 3 BHyTpILUHIM "NikTpasun" "NikTpasun" 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenma
NNCTA naketom; no 1,5ry nikapcbkui 3aci6. Cuctema
dinbTp-nakeTi; no 20 KOHTelHep/3aKynoptoBanbHui 3aci6 (iHLwi 3MiHK)
inbTp-NakeTiB y BHECEeHHS 3MiH 40 crneuudikauii 3 KOHTpono
nayui abo y nayui 3 nepBUHHOrO nNakyBanbHoro matepiany (Manip
BHYTPILLUHIM NakeTom inbTPyBanbHMI), a came JONOBHEHHS
nokasHuka «lgeHTudikauis (30BHiLLHi 03HaKM)»
BKIIOYEHHAM [0AaTKOBMX O3HaK Ans
Bi3yanbHOro KoHTpormto «6) Komip».
139, HABIPEN KOHLeHTpaT Ans Mepak HimeuunH Bupo6HMuTBO Yecbka BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis: 3a - UA/4711/01/01
NPUroTyBaHHSA lesenbliad a "in bulk", Pecny6nika/ 3MiHN | TUNY - AgMiIHICTPaTUBHI 3MiHW. peuenmom
PO34MHY AN iHAY3iN, T chrop KOHTPOrb Cepili: Himeuunna BunyyeHHs BUpOOHMYOT AinbHULI (BKIOYao4n
10 mr/mn; no 1 mn (10 KniHiwe OHKOMe[, ainbHUUi anst AdDI, npomixxHoro npogykty abo
Mr) aéo 5 mn (50 mr)y | Lneujanbnp MeHbloekyepiH rOTOBOrO fikapcbKoro 3acoby, AinbHULi Ans
dnakoHi; no 1 enaparte ra.c., Yecbka npoBeAeHHS NakyBaHHs, BUPOOHWKa,
rakoHy B KapTOHHIW M6X Pecnybnika; BiANoBiganbHOro 3a BUNycK cepin, micue
KopobLi MakyBaHHs, NPOBEAEHHST KOHTPOIHO cepii) abo
MapKyBaHHs Ta nocTayarnbHvKa BMXiQHOIO MaTtepiany, peareHTty
BUNYCK cepii: ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3HaYeHo y
Mepak [0Cbe) - BunyyeHHs BUPOGHWYOT AinbHAL
[esenbwadt Synbias Pharma Ltd, Ukraine ans A®I

rop KniHiwe
LLneuianbnpena

BiHOpen6iHy TapTpaty; 3miHu | Tuny - 3miHu 3
skocTi. Ceptudikar BignosigHocTi/l E-
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

pate M6X,
HimeuyunHa

cepTudikaT BiaNnoBigHOCTI €BpONENChbKin
chapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUNYyYeHHS cepTudikaTa BignoBIigHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXiZHOrO MaTepiany/peareHTy/npomixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
ADI; ana AONOMIDKHOT peyYoBMHM (CepTudikaTt
BignoBigHOCTI €Bponevickkin hapmakoner) -
HoBwuih cepTudikaT Ha HecTepunbHuin AdI, skuin
6yae BUKOPMCTOBYBATUCA ANSt BUPOOHULTBA
CTepuIbHOro nikapcbkoro 3acoby, siKLLo Boda
BVKOPVCTOBYETbLCSI HA OCTaHHIX eTanax cuHTesy
Ta maTepian He BinbHWI Big 6akTepianbHNX
€HOOTOKCUHIB - lNMogaHHA HoBOro cepTudpikata
BignoBigHocTi €Bponeicokin dhapmakonei Ne RO-
CEP 2017-075 - Rev 01 gnsa A®I BiHopen6biHy
TapTpaTy Big HoBoro Jiangsu Hansoh
Pharmaceutical Group Co., Ltd

140,

HAKNO®EH
ayo

Kancynwv rno 75 mr, no
10 kancyn y 6nicTepi;
no 2 Gnictepu y
KapTOHHIN kopobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

KPKA, a.4.,
Hoso mecto

CrnioBeHis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHKM Wwopo
Ge3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
ME[MYHOro 3aCTOCYBaHHS Ha NiacTaBi
perynsipHo OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI NikapcbKoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OLiHKM 3BITY 3 JOCIAKEHb, NPOBEAESHNX
BiANOBIAHO A0 NnaHy negiaTpuyHUX AochigXeHb
(PIP) (iHwwi 3miHK) 3MiHVM BHECeHO A0 IHCTpyKuil
ONst MEAMYHOrO 3aCTOCYBaHHS NMikapcbKoro
3acoby go po3sginiy "3actocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHA rpyaa” Wwono
6e3nekn 3aCToCyBaHHS ilo40i PEYOBUHM
AvknodeHak BignoBiAHO A0 pekoMeHaauin
PRAC. BBeaeHHsi 3MiH NpoTArom 6-Tu Micsauis
nicns 3aTBEpAXKEHHS!

3a
peuernmom

He
nidnsieae

UA/3480/06/01

141.

HATPIIO
Xnopua-
OAPHULA

pPO34nH Ans iHdys3in, 9
mr/mn, no 100 mn aéo
no 200 mn a6o no 250
mn, abo no 400 mn,
abo no 500 mny
cnakoHax; no 100 mn
y dnakoHax; no 40
dnakoHiB y kopobkax;
no 200 mn a6o no 250
M, abo no 400 mn,

MpAT
"®apmaneBT
nyHa cipma

"OapHuus”

YkpaiHa

MpAT
"®apmaueBTUYH
a dipma
"OapHuus"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3miHK) 3MiHM BHECceHO Ao IHCTpykKUii Ans
MeOMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby
po po3giniy "Cnocib 3actocyBaHHs Ta go3un"
wono 6e3nekun 3acTocyBaHHS NikapCbKoro
3acoby. BBeneHHsi 3MiH NpoTArom 6-T MicsuiB
nicnsa 3aTBepXEHHS.

3a
peuernmom

He
nionsieae

UA/13841/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
abo no 500 mny
dnakoHax; no 20
dnakoHiB y kopobkax
142| HEBIBONON- | Ttabnetku no 5 mr no TOB «TeBa Ykpaina BrpobHuuTBO 3a ManbTta/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3a - UA/14877/01/01
TEBA 10 Tabnetok y YkpaiHa» MOBHUM LIMKITOM: Bonrapis 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenmom

Gnictepi; no 2 abo no
3 6nictepu B
KapTOHHIN kopobui; no
14 TabneTok y
Gnictepi; no 2
6nictepu B KapTOHHIl
KopobLUi

AxTasic JITH,
ManbTta
BrpobHuuTBO 3a
NMOBHUM LIMKIIOM:
BankaHndapma-
OynHuug AT,
Bonrapia

BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponewcbkin hapmakonei/MmoHorpadii. 3miHu,
noB's3aHi 3 HeObXiAHICTIO NpUBEAEHHS Y
BignoBigHiCTb A0 MoHorpadii APY abo
€Bponewickkoi hapmakonei, abo iHWoi
HauioHanbHoi bapmakonei gepxxasu €C (3miHa
y cneumndikauii HecbapmakoneiHoro APl ans
NnpvBeAEeHHs y BiANoBiaHiCTb Ao Bumor dY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C) - AdI -
Cneuudikauisi Ta MeToAMKN aHani3y BXigHOro
koHTponto A®| Hebisornony rigpoxnopuay
BUpobHMKoM 13 npnBOASATLCA Y BiANOBIAHICTL 3
HoBOW MoHorpadieto EP, npu upomy
3anvwaTbesa gogaTkosi BunpobysaHHA DMF
BMpPOGHMKa Ha BMICT Xnopuais, BMICT nanagito,
iHTepBan nna.rfeHHs, BMICT MOHOMETUIaMIHY,
BMICT 3aNULLKOBMNX PO3YMHHVIKIB, PO3MIp
YacTMHOK. TeCT Ha cniBBiOHOLLEHHSs i30MepiB
SRRR (d-HeGiBonon) Ta RSSS (I-He6iBonon)
BuaarneHo 3i cneuudikadii Ha gitovy pe4oBUHy
BiAgnoBigHo Ao MoHorpadii EP, a Takox,
I'PYHTYHOYUCb HA OHOBIEHUX AAaHUX BUPOOHMKa
AQI - pe3ynbTaTh 3HaXoAATLCA NULLE B MEXax
3a3HaveHoro fjana3oHy. BeegeHHs 3amiH
NPOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/l'E-cepTudikat BignosigHoOCTI
€Bponeicbkinn apmakonei/MmoHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi bapmakonei gepxasu €C (3miHa
y cneundikauii HecbapmakonenHoro A®I ans
npuBeaeHHs y BianosigHicTb Ao Bumor OdY abo
€Bponewicbkoi hapmakonei, abo iHwoi
HaLujioHanbHoi dhapmakonei aepxasu €C) - AdI -
OHOBIEeHHs BiakpuToi YacTuHu ASMF version
NBH-FH-01, February 2022 BupobHuka AdI
Heb6iBonony — Hetero Drugs Limited, IHgisi 3
METOH0 Y3rofxeHHs 3 MoHorpadieto EP ansa
HebiBonony. BBeaeHHst 3mMiH npoTarom 6-tu
MicauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3miHu 3 sikocTi. APIl. KoHTponb A®I. 3miHa y
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MeTodax BunpobyBaHHst APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, LWwo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuLTea AD|
(He3HayHi 3MiHM y 3aTBEpXEHUX MeToaax
BUNPoByBaHHs1) BHECEHHSA HE3HAYHUX 3MiH Y
3aTBEPKEHMX MeToAax BUNpPobyBaHHs: -
laeHTudikauis meTogom nasepHoi andpakuii —
HEe BHECEHO XOOHWX 3MiH 0 creuundikawii.
MopganbLly cTaH4apTHY MiAroTOBKY
NPOMOHYETLCS BKIMHOUYUTU ANS KpaLloro
KOHTPOMIO Npoueaypyu BUNPOBGOBYBaHHS. -
CynbdaTtHa 3ora — He BHECEHO XOAHWUX 3MiH A0
cneumikadii. NMoganblwmn Yac 3anantoBaHHA
BKa3aHO 5K 3 roaAMHW ANs KpaLoi SCHOCTI
npoweaypu BUNpobyBaHHs.
143, HEKCAMAAP | posuyuH gns iH'ekuin, AAP dapma | O6'egHaHi MaHkanHg IHais BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: - He UA/18867/01/01
500 100 mr/mn in bulk: no ®3-N11C Apabcbki dapma Jlimiteq 3minu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa nionszae
5 mn B amnyni; no 4 Emipatun Ha3BW fikapcbkoro 3acoby -
amnynu y 6nictepi; no 3MiHM BHeCeHi LLoa0 Ha3Bu fikapcbkoro 3acoby.
20 abo no 40 3atBepaxeHo: HEKCAAP (NEXAAR)
GricTepiB B KAPTOHHIl 3anponoHoBaHo: HEKCAMAAP 500
KopobLUi (NEXAMAAR 500) BeegeHHsi 3mMiH npoTsirom 6-
TV MiCsILiB Micns 3aTBEPAKEHHSI
144 HEKCAMAAP | posuyuH gns iH'ekuin, AAP dapma | O6'egHaHi MaHkanHg IHais BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/18866/01/01
500 100 mr/mni no 5 mn B ®3-N11C Apabcbki dapma Jlimiteq 3MmiHu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuernmom nionszae
amnyni; no 4 amnynu y Emipatn Ha3BM NikapcbKoro 3acoby -
6nicTepi; no 1 3MiHN BHeCeHiI LWoao Ha3Bu fnikapcbkoro 3acoby.
6nicTepy B KapTOHHIl 3atBepaxeHo: HEKCAAP (NEXAAR)
Kopoo6ui 3anponoHosaHo: HEKCAMAAP 500
(NEXAMAAR 500) BeegeHHs 3MiH npoTsiroM 6-
TV MiCsILiB Micnsi 3aTBEPAKEHHSI
145 HEKCIYM nopoLuok ans posunHy | ACTPASEH Benuka BMPOGHMLTBO, LLisewis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/2534/01/01
ans iH'ekuin Ta iHysin EKA OK BpuTaHis BUNpPoOYBaHHS, 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom nionsizae
no 40 wr; 10 donakoHiB NIMITELL nepBuHHE HaviMeHyBaHHs1 Ta/abo agpecu Micus
3 NMOPOLLIKOM Y nakyBaHHs, NpOBaXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
KapTOHHiI kopobui BUMYCK roTOBOrO fikapcbKoro 3acoby, BKIoYaum
Hepo3dacosaHo AinNbHUL BUMYCKy cepii abo micLe npoBeaeHHS
ro fikapcbKoro KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
3aco0y, BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIl) -
BTOPUHHE 3MiHa NoLITOBOro iHAEKCY Ta 3a3HAYEHHS

nakyBaHHs Ta
BUWIMYCK FOTOBOIO
nikapcbKoro
3acoby:
AcTtpa3eHeka
AB, WBeuja

BUPOBHMYMX dPyHKUI BUpobHuka B MKHA J13.
3MiHM BHECEHO B iHCTPYKLUitO AN MEAUYHOrO
3acTocyBaHHS NikapCcbKoro 3acoby y po3ain
«MicuesHaxompkeHHs BUpOOHMKa Ta agpeca
Micusi NpOBaKEHHS MOro QisiNbHOCTI» 3
BiAMOBIAHVMU 3MiHAMU Y TEKCTi MapKyBaHHS
yMaKoBKW nikapcbkoro 3acoby. BeeaeHHs1 3amiH
NPOTArom 6-Tu MicALIB NiCNS 3aTBEPOXKEHHS;
3MmiHu | TMny - 3MiHKM Wwopo
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHW) - OHOBNEHHSA TEKCTY MapKyBaHHS
NepPBUHHOI Ta BTOPUHHOI YNaKOBOK fikapCbKoro
3acoby. TepMiH BBEEHHS 3MiH - NPOTSArom 6
MiCsILiB Micnsi 3aTBEPAXKEHHS
146! HEOTAKCEN KOHLeHTpaT 4ns Mini Benuka BeHyc Pemegic IHAis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/0926/01/01
PO34MHY ANS iHY3iN, Xenckepe BputaHis Nimiten 3Minn | TUnYy - 3miHK Wwopo peuenmom nidnszae
6 mr/mn no 5 mn (30 Timiteq 6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy.
mr), abo no 16,67 mn 3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
(100 wmr), abo no 25 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans
mn (150 wr), abo no MeOMYHOro 3acToCyBaHHS Ha NiacTaBsi
35 mn (210 wmr), abo perynsipHoO OHOBIOBAHOIO 3BiTYy 3 Ge3nekn
no 41,7 mn (250 mr) y nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
cdnakoHi; no 1 3acTOCyBaHHS nikapcbkoro 3acoby B
(bnakoHy B KAPTOHHIN nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
KopobLUi OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiNOBIQHO A0 NNaHy negiaTpyuyHMX AOChioXeHb
(PIP) (3MiHy y3romkeHo 3 KOMNeTEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHM BHECEHO A0 iHCTPYKLUii ANA Mean4Horo
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"MoGiyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHdpopmauii 3 6e3nekn 3acTocyBaHHs Ailoyoi
pPEeYOoBUHY fikapcbkoro 3acoby. TepmiH
BBEAEHHSA 3MiH NpoTAroM 3 Micauis nicns
3aTBEPOKEHHS.
147.| HEOTPAHEK PO34MH ANS iH'EKLN, BioiHgacTpia ITania BioiHaacTpia ITanis BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis: 3a - UA/14214/01/01
Cc 500 mr/'5 Mmnno 5mnB | JlabopaTopi JTabopaTtopio 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuyenmom
amnyni; no 5 amnyn y o ItaniaHo ITaniaHo BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
KOHTYPHIV ynakoBLyi; MegiuiHani Megiuinani €Bponevicbkinn dapmakonei/MmoHorpadii.
no 1 KOHTYpHIN C.INA. C.N.A. [MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTta

ynakoBLi B KAPTOHHIl
KopoobLi

BigNoBIgHOCTI abo Buny4YeHHs cepTtudikara
BignoBigHocCTi EBponenchkii hapmakonei: ons
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHUMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BigNOBIQHOCTI €Bponewichbkin hapmakoner) -
HoBwuin cepTudikat Ha HecTepunbHU A®I, skun
6yae BUKOPUCTOBYBATUCA ANSt BUPOOHULTBA
CTepuInbHOro nikapcbkoro 3acoby, sKLLo BoAa
BMKOPUCTOBYETLCSI HA OCTaHHIX eTanax CUHTe3y
Ta maTepian He BiNnbHWiA Big GakTepianbHUX
€HJOTOKCHWHIB - MOAaHHA HOBOro cepTudikaTta
BignoBigHocTi EBponeiickkit papmakonei Ne R1-
CEP 2012-271-Rev 01 (3atBepmxeHo: R1-CEP
2012-271-Rev 00) ans Aitoyoi pevyoBunHN
Tranexamic acid Big 3aTBepakeHoro BUpobHUKa
Kyowa Pharma Chemical Co., Ltd. 3minu | Tuny
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[IponoBkeHHs 1oaarka 3

Ne
n/

JliKapcbK020

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

- 3MiHu 3 sikocTi. CepTudpikaT BignosigHocTi/lE-
cepTudikat BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHOCTIi abo
BUIyYEHHS cepTudikaTta BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BUXiZHOTO MaTepiany/peareHTy/npomixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI
ADI; ons gonomMixkHoi pevoBuHN (cepTudikat
BignoBigHOCTI €Bponevickkin hapmakoner) -
HoBuit ceptudikat Ha HecTepunbHu AdI, sknin
6yae BuKopucTOBYBaTUCS ANst BUPOOHULTBA
CTepuIbHOro nikapcbkoro 3acoby, siKLLo Boda
BUKOPUCTOBYETBLCSI HA OCTaHHIX eTanax CUHTe3y
Ta MaTepian He BinbHWIA Big 6akTepianbHNX
€HOOTOKCWHIB - NOAaHHSA HOBOro cepTudikaTta
BiAnNoBigHOCTI €Bponencoki papmakonei Ne R1-
CEP 2008-186-Rev 01 (3atBepaxeHo: R1-CEP
2008-186-Rev 00) ons aitoyoi pevyoBuHM
Tranexamic acid Big 3aTBepAXeHOro BUpobHuka
Asahi Kasei Finechem Co., Ltd.

148,

HOBONAPUH

®

PO34MH NS iH'EKLiN,
300 wr (30 000 aHTK-
daktop Xa MO)/3 mn,
no 1 abo 5
6aratofo30Bux
dnakoHiB no 3 mn B
KapTOHHiI kopobui

[xeHodbapm
Ntg

Benuka
BputaHis

LLenmpxeH
Tekgoy
dapmackioTrkan
Ko., Ntg

Kutan

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHW, WO noTpebyloTb HOBOI peecTpalii (3rigHo
Haka3dy MO3 Big 23.07.2015 Ne 460) gpoaaBaHHs
HoBoi cunu gii 300 mr (30 000 aHTU-chakTop Xa
MO)/3 mn

[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIIOBAHOIO 3BTy 3 6e3neku, BiaNoBiaHO OO
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBepAKeHoro Hakazom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpygHs 2006 poky Ne
898, sapeectposaHoro B MiHicTepcTBi toCTuULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpoHU
3p0poB'a YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3rigHO 3i CTpOKaMu,
3a3Ha4YeHNMKM Y NEPIOJUYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuenmom

He
nidnsieae

UA/9061/01/02

149,

HOBOMNAPUH

®

PO34MH ANs iH'eKLIN,
500 mr (50 000 aHTK-
daktop Xa MO)/5 mn,
no 1 abo 5
6araTtofo30Bux
dnakoHiB no 5 mn B
KapTOHHiI kopobui

[hxeHodbapm
Nnto

Benuka
BputaHisa

LLenmxeH
Tekgoy
dapmacbioTumkan
Ko., Ntg

Kutan

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHM, WO NOTpebyoTh HOBOI peecTpaldii (3rigHo
Hakady MOS Big 23.07.2015 Ne 460) nonaBaHHs
HoBoi cunu aii 500 mr (50 000 aHTU-cpakTop Xa
MO)/5 mn

MepiognyHiCTb NOAaHHA perynsipHo
OHOBIOBaHOTO 3BIiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs papmakoHarnsagy,
3aTBEepAKeHOro Hakazom MiHicTepcTBa OXOPOHM

3a
peuernmom

He
nionsieae

UA/9061/01/03
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

3g0poB’s Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTuULji
Ykpainm 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pegnakuii Hakady MiHicTepcTBa OXOPOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMW,
3a3Ha4YeHVMU y NePioANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6Ge3neku.

150.

HOBOMNAPUH
®

PO34MH NS iH'EKLiNn,
300 mr (30 000 aHTK-
¢akTop Xa MO)/3 mn,
in bulk: 25
BbaraToo030BUX
drakoHiB no 3 mn B
KapTOHHIl kopobui

[xeHodbapm
114

Benuka
BpuTtaHia

LenmpxeH
Texkgoy
dapmacbioTumkan
Ko., Ntg

KuTan

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHK, WO NoTpebyoTb HOBOI peecTpadii (3rigHo
Hakady MOS Big 23.07.2015 Ne 460) nogaBaHHs
HoBoi cunu gii 300 mr (30 000 aHTU-chakTop Xa
MOQ)/3 mn

MepiognyHiCTb NoAaHHA perynsipHo
OHOBIOBaHOroO 3BiTy 3 6e3neku, BianoBigHO OO
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepaAKeHOro Hakasom MiHicTepcTBa OXOpPOHU
30poB’s Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULi
Ykpainm 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMW,
3a3Ha4YeHVMU y NEPIOANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

He
nidnsieae

UA/18243/01/02

151.

HOBOMNAPUH
®

PO34MH ANS iH'EKLN,
500 mr (50 000 aHTK-
dakTop Xa MO)/5 mn,
in bulk: 25
6araTogo30BMX
cdrnakoHiB no 5 mn B
KapTOHHiI kopobui

[hxeHodapm
Nto

Benuka
BpuTtaHisa

LLenmoxeH
Tekgoy
dapmackioTurkan
Ko., Ntg

Kutan

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHN, WO noTpebyloTb HOBOI peecTpalii (3rigHo
Haka3dy MOS Big 23.07.2015 Ne 460) nogaBaHHs
HoBoi cunu aii 500 mr (50 000 aHTU-cpakTop Xa
MO)/5 mn

MepioAnyHiCTb NOAaHHA perynspHo
OHOBOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAKeHoro Hakazom MiHicTepcTBa OXOPOHU
3p0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU
3n0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3rigHO 3i CTpOKaMu,
3a3HayeHVMK y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

He
nidnseae

UA/18243/01/03

152,

HOTTA®

Tabnetku no 12
TabneTtok y onictepi;
no1, 2, 3ab6o4
GnicTepn y KapTOHHil
KopobLi

Pixapa
BitTHep Al

ABcTpis

Pixapg BitTHep
Al

ABCTpis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoOHULUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepii
Ta KOHTPOJITIO AKOCTi FOTOBOTO J1iKapCbKOro

6e3
peuenma

UA/10043/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3acoby (3amiHa abo gogaBaHHA OiNbHULI, Ha
SAKIN 30IACHIOETBCS KOHTPOMb/BUNPOBYBaHHS
cepii) -
[oJaBaHHA 4o maTtepianiB peecTpauiiHoro
focbe, po3ainy 3.2.P.3.1. BupobHuk(v) AinbHuui,
Ha sIKill 34INCHI0ETHCA MIKpOBionoriYyHMn
KOHTPOMNb/TECTYBaHHSA NapTili rOTOBOro
nikapcbkoro 3acoby MPL Mikrobiologisches
Pruflabor GmbH, Grabenweg 68 6020
Innsbruck, Austria.
153 HYTPUDJIEK | emynbcia ans iHdysin; B. BpayH HimeyumH Bvpo6HuuTBO, Himeuunna BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a - UA/13231/01/01
C OMETA no 1250 mn, 1875 mn Menb3yHreH a nepBuHHa Ta 3MiHu | Tuny - 3MiHK Wwopo peuenmom
CNEUIANIbH Y MiLLKY Al BTOpPMHHA 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
un nnacTuKoBoMy yrnakoBkKa, (iHLWi 3MiHW) - 3MiHK BHECEHI B TEKCT
TpuKkamepHomy; no 1 BUnyck cepii: b. MapKyBaHHS BTOPUHHOI YNaKOBKM MiKapCbKoro
MiLLKY NSaCTUKOBOMY BpayH 3acoby y n.8. JATA 3AKIHYEHHA TEPMIHY
TpUKamepHomy B Menb3yHreH AT, MPUOATHOCTI. TepmiH BBEAEHHS 3MiH
3aXMCHOMY MILLKY; N0 Hime4vuuHa; NpoTArom 6 mMicauis nicnsa 3aTBEpPPKEHHA
5 3aXMCHUX MiLLKIB Y KoHTponb cepii:
KapTOHHIN kopobLi B. BpayH
Menb3yHreH Arl',
HimeyuunHa
154 OKCUKOOOH | posumH ons iH'ekuin, AT INaTtBis AT "T'piHaekc”, Natsis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/18551/01/02
KAJLEKC 50 mr/Mnno 1 mn B "Kanuekc" Natsia CrnoBavyynHa 3MiHu | Tuny - 3MiHKM Wwopo peuenmom
amnyni; no 5 amnyn y (BMPOBHWK, AKNIA 6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsay.
KOHTYPHIi YapyHKOBIW Bignosigae 3a 3MiHa YacToTy Ta/abo TepMiHiB NogaHHs
ynakosLi; no 1 abo 2 KOHTPOMb perynsipHo OHOBIOBaHMWX 3BiTiB 3 6e3neku
KOHTYPHUX cepii/Bunpobysa nikapcbkunx 3acobis - 3MiHa YacToTu Ta TEPMiHY
YapyHKOBUX YNaKkoBOK HHA); AT NOAAHHS PerynspHO OHOBITIOBAHOIO 3BITY 3
B MayLi 3 KapTOHY "Kanuekc", 6e3neku nikapcbkoro 3acody:
Natsis Mitoya pepakuis:
(BUPOBHUK, sIKMIA YactoTa nogaHHsa PO3b - 3 poku;
BignoBigae 3a KiHueBa gata ans BknodeHHs gaHux ao PO36 -
BUNYCK cepii); 12.04.2024 p.;
XBM dapma Oata nogaHHs - 11.07.2024 p.
c.p.o., [MponoHoBaHa peaakuis:
CrnosavyynHa Yacrtota nogaHHs POS3B - 1 pik;
(Bci cTagji KiHueBa gata ans BkntoyeHHst gaHnx go PO3b -
BMPOGHMYOro 12.04.2023 p.;
npouecy, Kpim Oata nogaHHs - 21.06.2023 p.
BUWMYCKY cepii) PekomeHoBaHO A0 3aTBEPOKEHHS BiANOBIAHO
[0 NepioANYHOCTi NoAaHHS perynsipHo
OHOBMIOBaHMX 3BITIB 3 6e3nekun nikapcbkux
3acobiB y €sponericbkoMy Cotosi.
155/ OKCUKOLOOH | posuumH ons iH'ekuin, AT NaTBis AT "I'piHgekc”, NaTsis/ BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a - UA/18551/01/01
KAINUEKC 10 mr/mn, no 1 mn abo "Kanuexc" JlaTBist CnoBay4umHa 3MiHun | TMny - 3MiHKM Wwopo peuenmom

2 Mn B amnyni; no 5
aMnyn y KOHTYpPHin
YapyHKOBIW ynakoBLi;

(BMPOBHWK, KNI
BignoBigae 3a
KOHTPOSb

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
3MiHa YacToTu Ta/abo TepMiHiB NogaHHs
perynsipHo OHOBIOBAHMUX 3BIiTiB 3 6e3neku
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 1 abo 2 KOHTYPHUX cepii/Bunpobysa nikapcbkux 3acobis - 3MiHa 4acToTh Ta TEPMiHY
YapyHKOBUX YNaKkoBOK HHA); AT NOAAHHS PerynspHoO OHOBIIIOBAHOIO 3BITY 3
B MayLi 3 KapTOHY "Kanuekc", 6e3neku nikapcbkoro 3acoby:
JaTtBisa [Litova pepakuis:
(BUPOBHUK, sIKUIA YactoTta nogaHHss PO3b - 3 poku;
BiOgNOBigae 3a KiHueBa gata ans BkntoyeHHst gaHnx ao PO36 -
BUMYCK cepii); 12.04.2024 p.;
XBM dapma Oata nogaHHs - 11.07.2024 p.
c.p.o., [NponoHoBaHa peaakuis:
CrnoBayynHa YacToTta nogaHHsa PO3E - 1 pik;
(Bci cTagji KiHueBa gata ans Bknto4yeHHst gaHnx go PO36 -
BUPOBHMYOro 12.04.2023 p.;
npowecy, Kpim [ata nogaHHs - 21.06.2023 p.
BUMNYCKY cepii) PekomeHgoBaHO A0 3aTBEpAKEHHS BiAMNOBIAHO
[0 NepioAnYHOCTi MoAaHHS perynsipHo
OHOBIOBaHWX 3BITIB 3 6e3nekun nikapcbkux
3acobiB y €BponericbkoMy Cotosi.
156. MAKCNOBIL / | TabneTku, BKpUTI Mdpaiizep CLWA Mdparizep HimeuuunHa/ BHECEHHS1 3MiH JO peecTpauiHMX maTepianis: 3a - UA/19223/01/01
PAXLOVID® NniBKOBOIO Eny.Ci.Mi. MeHtodekdypuH ITanis 3MmiHu Il Tuny - 3MiHK 3 sikocTi. FoToBUIA peuenmom
obornoHkoto, no 150 mr | Kopnopew r Jonunena nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
Ta TabneTku, BKpUTI H 'M6X, TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
NniBKOBOKO Hime4vuuHa; roTOBOro NiKapcbKkoro 3acoby (36inbLIeHHs
obonoxkoto, no 100 Mdpansep ITanis TEpMiHy NpuaaTHOCTI FOTOBOrO NiKapCbKoro
Mr; 1o 4 TabneTku, C.p.n., Itanis 3acoby) - 36inblUeHHst TepMiHy NpuaaTHOCTI Ha
BKPUTI NMiBKOBOKO OCHOBI eKkcTpanonsuii pe3ynbTtaTiB 4OCHiAXEHb
o6ornoHkoto no 150 mr cTabinbHOCTI, NpoBeAeHNX He Yy BiAMOoBIgHOCTI 3
Ta no 2 tabnetku, BumMoramu CT-H MO3Y 42-3.3:2004 a6bo
BKPUTI MMiBKOBOIO KepiBHux npmHumMnis EMA woao AocnigKeHHs
obornoHkoto, no 100 mr cTabinbHOCTi nikapcbknx 3acobiB. 36inbLUeHHS
y 6nicTepi, no 5 TEepPMiHy NpuaaTHOCTI FOTOBOrO NiKapCbKoro
GnicTepiB B KAPTOHHIN 3acoby. 3aTBepakeHo: TepMiH NpuaaTHocTi 18
ynakoBLi MicsuiB; 3anponoHoBaHO: TEPMIH NpuAaTHOCTI 2
poku. BHeceHO oHOBMeHy iHopMaLito B KOPOTKY
XapaKTepuCTKKy fikapcbkoro 3acoby (BuknageHy
MOBOIO OpuriHany Ta Jo nepeknagy) y posain
«TepMiH npugaTHOCTI». BBEAEHHs 3MiH
NpoTArom 6-T1 MicsAUIB NicNs 3aTBepAKEHHS
157 NAHKPEATH rpaHynm MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: - - UA/14646/01/01
H KULLKOBOPO3YMHHI "TexHonor" "TexHonor" 3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
(cybeTaHuis) y BignosigHocTi/lE-cepTudikat BignosigHoCTi

nakeTax i3 nniesku
nonieTuneHoBoi Ans
apmaLeBTUYHOIO
3acTocyBaHHA

€Bponenickkin hapmakonei/MoHorpadii.

MonaHHs HoBOro abo OHOBMEHOTO cepTudikaTa

BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHOCTI €BponeWchkin dhapmakonei: ons

A®I; ansa BuxigHoro

maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo

BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans

[OMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponenchkii hapmakonei) -




92 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
OHoBReHui cepTudikat Big, y>xe 3aTBepAXeHOro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudgikara
BignoBigHocTi €Bponeicokin hapmakonei Ne R1-
CEP 2001-280-Rev 03 (3atBepaxeHo: R1-CEP
2001-280-Rev 02). Ak Hacnigok npvBeaeHHst
Ha3BW BUpOBHKMKa y BignosigHicTb o CEP
(ctano: komnaHis Hopamapk ®apma M'meX
(Nordmark Pharma GmbH), HimeyuunHa)
158 MENAPIOHII eKCTpaKT pigkvn NAT YkpaiHa MAT YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: - - UA/13776/01/01
KOPEHIB (cybcTaHuin) B 6oukax "Tannydap "Tanuucapm" 3MminHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
EKCTPAKT noniMepHux ans Mm" Adl. 3miHa y napameTpax cneuudikauin Ta/abo
PIOKUN BUpPOGHMUTBA [ONyCTUMMX MEX, BU3HAYEHMX Y cneumndikauiax
HECTEPUINbHNUX Ha A®I, abo BMXigHUA/MPOMIXKHUIA

nikapcbknx hopm

NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP (iHwWi 3MiHK)

— BHECEHHS 3MiH 0 MaTepianiB peecTpauiiHoro
nocke MENAPIOHIT KOPEHIB EKCTPAKT
PIOKWUW, ekcTpakT pigkuii (cybeTaHuist), a came
BHeCeHHs1 3MiH o po3giny 3.2.S.2.3. KoHTponb
marepianis noe’a3aHe 3 HeobXigHICTIO
BUNYYEHHS iHpbopMaUii o0 NpoBeaEHHS
BUNPOOYyBaHHS Ans ineHTudikauii KoxxHoro
TapHoro micus ansa cybcranuii ETAHOIT (96%).
loeHTudikauio TapHMX Micub Npu BXigHOMY
KOHTpONi cybCcTaHuii nnaHyeTbCs NPOBOANTH i3
3aCTOCYBaHHAM paMaH-cnekTpomeTpa. [aHe
obnagHaHHsA 3abe3neyye TOYHUI Ta AKICHWI
aHani3 Ha MonekynspHOMY pPiBHi i MOxe
BMKOPMCTOBYBATUCH 4115 NPOBEAEHHST aHani3iB
3a NokasHWKOM «laeHTudikauisny 6e3KOHTaKTHUM
meTofoM 3rigHo AdY, 2.2.48. 3miHu | Tuny -
3miHu 3 gkocTi. A®l. BupobHuuTBo. 3MiHN B
npoueci BUpobHmuTea Ad| (He3HauHa 3miHa y
npoteci BUpo6HmuTea AD|) — BHECEHHSI 3MiH A0
maTepianis peecTpauinHoro AockLE, a came,
BUKINaOEHHS1 TEKCTY KOPOTKOrO onucy
TEXHOMOrYHOro NPoLEeCcy Ta TEXHOMNOrYHOI
CXeMu BMPOOHULITBA rOTOBOIO NiKapCbKOro
3acoly B HOBIli pegakuii Ta noe's3aHa i3
npoBeAeHHsIM MacluTabyBaHHsI TEXHOSOTYHOro
npouecy Bupo6HuUTBa 13 MENAPIOHIT
KOPEHIB EKCTPAKT PIOKWNWN, ekcTpakT piakuit,
cy6eTaHuis. CnieigHolweHHs1 DER (cvpoBuHa:
roTOBMI NPOAYKT) HE 3MIHIETLCSA. 3MiHM | TUNy -
3MiHu 3 skocTi. A®l. BupobHuuTBo. 3miHa
po3mipy cepii (Bkntoyatoum gianasonn) APl abo
NPOMIKHOIO NPOAYKTY, IKUA 3aCTOCOBYETLCS Y
npoueci BupobHuuTea AP (36inbweHHs ao 10
pasiB NOPIBHSIHO i3 3aTBEPAKEHMM PO3MIpOM) -
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
36inbLeHHs po3amipy cepii A®I MENTAPFOHIT
KOPEHIB EKCTPAKT PIOKWWN, ekcTpakT piakuii,
cybceTaHuia 3atBepakeHo: Poamip cepii 340 m;
3anponoHoBaHo: Big 520,0 kr go 650,0 kr.
159/ NEHTAKCUM | nopowok Haemophilus CaHodi ®paHuis MOBHUA LKA ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/13010/01/01
® BAKLIMHA influenzae Tuny b Ta MacTep BUPOGHMUTBA, YropwuHa 3MiHuM | TUNy - 3MiHK 3 akocTi. FoToBUIA peuenmom
onsd CycneHsia Ans iH’exuin 3anoBHEHHS Ta nikapcbkuii 3aci6. KoHTpornb JONOMiKHMX
MPO®INAKT (0,5 mn); no 1 nioginizauis peyoBuH. 3MiHa napameTpis cneuudikaLin
UKH briakoHy 3 NOPOLLKOM (cbnakoHwn), Ta/abo [onyCTUMUX MEX A51S AONOMIKHOT
OUDTEPII, Ta 1 nonepeaHbO BTOpPUHHE pevoBUHM (iHLWi 3miHW) - BBeaeHHs goaaTkoBux
NMPABLIA, 3aroBHEHOMY LUMpULLY nakyBaHHs, KpUTEpIiiB NPUNHATHOCTI, @ CamMe BU3HAYEeHHS
KALUJTIOKY (0,5mn) 3 KOHTPOSb SIKOCTI, 3aranbHOro aepobHoro MikpobHoro Yncna
(ALUETNONAP | npuvkpinneHoto ronkoto BUNYyCK cepii: (TAMC) i TecTy Ha BMICT GakTepianbHux
HUN (abo 2 okpemummn Canodpi MNacrep, €HOOTOKCUHIB A0 cneumdikalin JONOMDKHUX
KOMMOHEHT | ronkamu), Wo MicTUTb dpaHuis; PEYOBMH, sIKi BUKOPUCTOBYIOTLCSI Y BUPOOHULITBI
), cycneHsito Ans BTOPUHHE roTOBOrO fikapcbKoro 3acoby, BianoBigHo Ao
noniomieni iH’ €Ki, B KAPTOHHIW nakyBaHHs, Bumor Ph. Eur. MoHorpadis 2034 «CybcTaHuii
TY Kopobui; no 1 BUMYCK Cepii: Ansa dpapMaueBTUYHOIO 3aCTOCYBaHHA»
IHAKTUBOBA | ¢brakoHy 3 MOPOLUKOM CaHodi-ABeHTic
HATA Ta 1 nonepegHLO Mpamsit Ko.
BAKUMHA 3anoBHEHOMY LINpULY nra.,
ans (0,5mn) 3 Mnatdopma
MPO®INAKT NPUKPIMMEHO0 rorKoto NOricTVKK Ta
UKH (abo 2 okpemummu ancTpmbyuii y m.
IHOEKLIN, rornikamu), Lo MIiCTUTb Bypanewr,
CMNPUYMHEH | cycneHsito ans YroplmHa
nx iH'ekuin, y
HAEMOPHIL cTaHgapTHO-
us Tuny B EKCMOPTHIW ynakoBLi,
KOH’KFOFOBA | sika MicTUTbCS Y
HA, KapTOHHIN kopobui (3
ALOCOPBOBA | iHCTpyKuieto ansi
HA MeauyHoro
3aCTOCYBaHHS).
MapkyBaHHSAM
YKPaiHCbKOIO MOBOO
abo 3i cTikepom
YKpaiHCbKOKO MOBOHO
160., NOAOPOXH nucTs (cybeTaHuis) y MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: - - UA/5481/01/01
UKA MilLKax, Tiokax ans "NikTpasun" "NikTpasun" 3miHu | TNy - 3miHm 3 sikocTi. AdI. KoHTponb
BEJIMKOIo BUPOOHMUTBA A®I. 3miHa y meTogax BunpobysaHHa AD| abo
nncT4 HEeCTEepPUNbHUX BMXigHOro MaTtepiany/npoMixxHoro

nikapcbknx hopm

npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npotieci BUpobHmuTBa AP (iHWi 3MiHK Y
MeToAax BUNPOoOyBaHHS (BKMHOYAKUMN 3aMiHy
abo gonoBHeHHs1) APl abo
BUXiZHOTO/MPOMIXKHOIO NPOAYKTY) - - BHECEHHSI
3MiH 4O MeTOoZiB KOHTPOIO SKOCTI, a came
OHOBJIeHHSA N. «lgeHTndikauia Ay,
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

«loeHTndikauis C» Ta yTOYHEHHsI 4O po3ainy
BunpobysaHHsi (n. «<BTpaTa B maci nig yac
BUCYLLYBaHHAY, «KinbkicHe BU3Ha4YeHHs
(Monicaxapuan, Cyma noxigHux o-
OWriAPOKCMKOPUYHOI KMCMOTK)») BIANOBIAHO OO0
MoHorpadii AdPY "MoaopoXkHuKa BENNKOro
nnera".

161.

NMPErABAIJIIH
KCAHTIC

Kancynwm Teepgi no 75
Mr; No 7 Kancyny
Gnictepi; no 2, abo no
4, abo no 8 bnictepis
Y KapTOHHIM nayui

"KcaHTic
dapma
Nimiteq"

Kinp

CaHeka
dapmachkioTikan
3AT

Cnosaubka
Pecnybnika

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3mMiHu Wwopo
6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MeOMYHOro 3acToCcyBaHHS Ha niacTasi
perynsipHoO OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiANOBIQHO 0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXE€HUM OpraHom).
3MiHM BHECeHi [0 iHCTPYKUiT Ans MeguyHoro
3acTOoCyBaHHS NikapCbKOro 3acoby y po3Ain
"MoGiyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHcbopMalii 3 6e3nekun gjt4oi pevyoBUHN.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKEHHS. 3MiHM | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLUii Ans
ME[MYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbtaT
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHUX
BiANOBIAHO A0 NnaHy negiaTpuyHUX AocnigXeHb
(PIP) (3miHy y3rogeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHVNM OpraHom). 3MiHV BHeCeHi Ao
IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii" BignosigHo Ao
OHOBMEHOT iHhopMaLlii 3 6e3neku aioyoi
peyoBMHN. BBEAEHHSA 3MiH NpOTSIrom 6-Tu
MicsLiB micnsi 3aTBEpPOXKEHHS.

3a
peuernmom

He
nidnsieae

UA/17511/01/01

162.

NMPErABAJIH
KCAHTIC

Kancynv TBepAi no

150 wmr; no 7 kancyn y
GnicTepi; no 2, abo no
4, abo no 8 brictepis

"KcaHTic
dapma
Nimiteq"

Kinp

CaHeka
dapmackioTikan
3 AT

CrnioBaubka
Pecnybnika

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepu1cTuL NikapcbKoro

3a
peuernmom

He
nionsieae

UA/17511/01/02
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PeecmpauyitiHa npoyedypa

Ymoeu

Peknamye

Homep

Ne
n/ |

Hasea
iKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans

sionycky

aHHsT*

peecmpayiliHo2o
noceid4yeHHs1

Y KapTOHHIM nayui

MeOM4YHOro 3acToCyBaHHS Ha NiacTaBsi
pPerynsipHo OHOBIOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku

3aCTOCyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepiod, abo sk pesynbTart
OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
Bi4NOBIQHO A0 NNaHy negiaTpuyHMX AoChioXeHb
(PIP) (3MiHy y3romkeHo 3 KOMNeTEHTHUM
YNOBHOBaXXEHWM OpraHom).
3MiHM BHECEHi A0 iHCTPYKUiT 4NnA MeguyHoro
3acTocyBaHHSA Nikapcbkoro 3acoby y po3ain

"MoGiyHi peakuii" BiANOBIAHO 40 OHOBMEHOI

iHcpopmalii 3 6e3nekn Ajroyoi peyoBUHM.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MEANYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiZNOBIOHO 10 NNaHy nejiaTpyuyHMX AoChioKeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVUM OpraHom). 3MiHV BHeCeHi Ao
IHCTPYKLUii ANa MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHo 0o
OHOBMEHOI iHdopMaLii 3 6e3neku ailyoi
peyoBuHW. BBEAEHHSA 3MiH NpOTSArom 6-tu
MicsiLiB micnsi 3aTBEpPOXEHHS.

3a

He

UA/17511/01/03

163,

NMPErABAIIH
KCAHTIC

Kancynwv Teepgi no
300 mr; no 7 kancyn y
6nicTepi; no 2, abo no
4 6nictepn y
KapTOHHIN navui

"KcaHTic
dapma
Nimiteq"

Kinp

CaHeka
dapmacbioTikan
3AT

Cnosaubka
Pecnybnika

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku

3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHun nepioa, abo sk pesynbtaT
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHUX
Bi4NOBIQHO A0 NnaHy nejiaTpuyHMX AocnigXeHb
(PIP) (3miHy y3rog)XeHO 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OpraHoM).

3MiHU BHECEHI 0 iIHCTPYKLIT Ans Megn4YHoro

peuernmom

nidnsieae
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Ymoeu

Peknamye

Homep

Ne

Haszea

n/ | nikapcbKo20

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

sionycky

aHHsT*

peecmpayiliHo2o
noceid4yeHHs1

3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"Mob6iuHi peakuii" BigNoBiAHO O OHOBMEHOT
iHcbopMmalii 3 6e3nekun gityoi pevyoBUHN.
BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapaKkTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHs1 Ta IHCTPYKLUii Ans
ME[MNYHOro 3aCTOCYBaHHS Ha NiacTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6eaneku
3acTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX
BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3MiHy y3romkeHo 3 KOMNeTEHTHUM
YNOBHOBAXXEHVM OpraHom). 3miHV BHECEeHi Ao
IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHsA
nikapcbkoro 3acoby y po3ginu "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii”" BignosigHo oo
OHOBJeHOI iHpopmalii 3 6esneku aitoyoi
pevoBUHN. BBEEHHS 3MiH NPOTArom 6-Tu
MicsILiB Micnsi 3aTBEPOXKEHHS.

UA/0672/02/01

164,

NPOCMNAH®
cuvpon Bia
KALLIIO

cupon, no 100 mn, 200
My pnakoHi; no 1
dnakoHy B KOMMNEKTi
3 MipHOI0 YaLLlKoIo B
KapTOHHiI kopobui

EHrenbrapg

ApuHanmiTT

enb M'mMoX &
Ko.KI

HimeyumH
a

Bupo6HuLTBO,
nakyBaHHs,
KOHTPOIb SIKOCTI,
BUNYCK cepii:
EHrensrapa
ApuHanmiTTens
'm6X & Ko. KT,
Himeyumna
MepBuHHE
nakyBaHHs1,
BTOPUHHE
naKyBaHHS:
JlixTreHxenbaT
meX
dapmaieBTUyHa
abpuika,
HimevuunHa

HimevuunHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3Minn | TMNY - AgMiHicTpaTuBHI 3MiHW.
BunyyeHHs BUPOOHMYOT AinbHULI (BKIOYaoun
ainbHULi anst ADI, npomixxHoro npogykty abo
roTOBOrO fikapcbKkoro 3acoby, AinbHULi Anst
npoBeAeHHS NakyBaHHS, BUPOOHWKa,
BiANOBIganbHOro 3a BUNYCK cepin, Micue
npoBefeHHSs KOHTPO cepii) abo
nocTayarnbHVKa BUXiQHOTO MaTtepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3Ha4YeHo y
[0Cbe) BUNyYeHHs BupobHuka M3 Mepuy dapma
'm6X i Ko. Kl'aA, HimewunHa, BignosigansHoro
3a NepBYHHE NaKyBaHHSA, BTOPUHHE NaKyBaHHS.
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI. 3MiHW y
npoueci BUpobHWLTBa rOTOBOrO MikapCbKoro
3aco0y, BKMNOYaoun NPOMDKHUIA NPOAYKT, LU0
3aCTOCOBYETBLCS NMPU BUPOOHULTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BUPOGHMLTBA) HE3HAYHI 3MiHW Y BUPOGHUYOMY
npoteci B pe3ynbTaTi NepeHeceHHst BUpobHUYoi
AinbHWU 3 ogHiel ByaiBns B iHLWY Ha TOMY
camMoMy aBTOPM30BaHOMY MicLji. 3MiHEHO KpPOK
BMpo6HMUTBa Ang napTii 10000 n. BHeceHi
pefakuiiHi 3mMiHM B onuci BUpoBHMYOro npotiecy,

BKITHOYaK04M NiHrBICTUYHI BUNpaBieHHs Ta

6e3
peuenma
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

BUAaneHHs HecyTTeBOI iHcpopmaLii.
Brpo6Huumii npouec 3anvwaerbes 6e3 3MiH.

165.

NPOTIOHAMI
a

NOPOLLIOK
KpucTaniyHnmn
(cybcTaHuis) B
NoABINHUX NakeTax 3
nniBkN
nonieTuneHoBoi Ans
dapmaLeBTUYHOro
3acTocyBaHHA

MEH TCAO
KEMIKAI
EHL
®APMACH
IOTIKAT
IHOACTPI
KOMMAHI
NIMITELD

KuTan

MNEH TCAO
KEMIKAIT EHA
SAPMACBIOTIK
AT IHOACTPI
KO., NTA.

Kutan

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3minu | Trny - 3miHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneumdikauini Ta/abo
[ONyCTUMMX MEX, BU3HAYEHUX Y cneumndikauiax
Ha A®I, abo BUXiAHWA/NPOMIXKXHUIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea A®| (BUNy4YeHHs
HEe3Ha4yHOro NokasHuKa siKocTi (Hanpuknag,
BUITYYEHHS 3aCTapinoro nokasHuka)) BUMy4YeHHs
nokasHuKa sIKOCTi «3anuLLKOBI KiflbKOCTi
OpraHiYHMX PO34MHHKMKIB. ETaHoN». 3MiHu | TMny
- 3MiHn 3 skocTi. ADI. CTabinbHicTb. 3miHa
nepiogy NoBTOPHKX BUNpobyBaHb/nepiogy
36epiraHHsi abo ymoB 36epiraHHs ADI (3a
BiJCYTHOCTI y 3aTBEpPAXEHOMY AOCHE
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
chbapmakoneli, Wo BKNtoYae nepios NOBTOPHOro
BMNpoOyBaHHS) (Nepiof NOBTOPHOTO
BUNpoOyBaHHs/nepiog 36epiraHHs) -
36inblueHHst abo BBeAEeHHS nepiogy NOBTOPHOIroO
BunNpobyBaHHsA/nepiogy 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOCHILKEHb Y peanbHOMy Yaci
36inbLUeHHs nepioy NOBTOPHOrO BUNPOGYyBaHHS
A®I| (6yno: TepmiH NepekoHTPOno — 3 PoKu;
ctano: TepMiH nepekoHTponto — 48 micsauis).
3miHu | TNy - 3miHm 3 sikocTi. A®l. KoHTponb
A®I|. 3miHa y napameTpax cneuudikauin Ta/abo
OOMYyCTUMUX MeX, BU3HAYEHUX y crieumdikaLlisx
Ha A®I, abo BYXigHWUIA/NPOMIXHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoteci BUpobHMuTBa AD| (BUNYyYEHHS!
HEe3Ha4yHOro NokasHuKa siKocTi (Hanpuknag,
BUITYYEHHS 3acTapinoro nokasHvka)) BUry4YeHHs
nokasHuKa SKocTi «Bakki meTanu».

UA/14159/01/01

166.

NYMNAH®

Tabnetku no 12
TabneTtok y bnictepi;
no1,2,3ab6o4
GnicTepu y KapTOHHil
KopobLi

Pixapa
BittHep Al

ABcTpis

Pixapg BitTHep
Al

ABCTpis

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoGHULUTBI. 3MiHa
iMnopTepa/3amiHu, Lo CTOCYHTLCS BUNYCKY cepii
Ta KOHTPOIO AKOCTi FOTOBOTO FliKapCbKOro
3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha
A 3AIKCHIOETBCS KOHTPONbL/BUNPOBYBaHHS
cepii)

[ofaBaHHS 4o MaTepianiB peecTpauinHoro
pocbe, po3giny 3.2.P.3.1. BupobHuk(v) AinbHuui,
Ha sIKill 34INCHI0ETECA MIKpOBionoriyHMm
KOHTPOSb/TECTYBaHHS NapTili FOTOBOrO
nikapcbkoro 3acoby MPL Mikrobiologisches

be3
peuenma

UA/10049/01/01
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Ne

Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Pruflabor GmbH, Grabenweg 68 6020
Innsbruck, Austria
167 PANIHEPON TabneTtkn, BKpUTI BIOCAMHC | CnonyueH AKTABIC NTA. ManbTta BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/14506/01/01
® NniBKOBOKO nTa. e 3MiHun | Tvny - 3MiHM Wwoao peuenmom
060n0oHKot, Mo 1 mr, Koponisct 6e3nekv/edekTMBHOCTI Ta hapmakoHarnaay.
no 10 Tabnetok y BO BBepneHHs abo 3MiHM 00 y3aranbHEeHUX faHnxX
6nictepi; no 3 Benvkobp npo cuctemy dapmakoHarnsgy (BBegeHHs
6nictepu y KapTOHHil uTaHii i y3aranbHeHUX AaHnx npo cuctemy
nauui MiBHiYHOT chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
Ipnangii BiAnNoBiganbHOI 3a 3AiNCHEHHS
chapmakoHarnsay; KOHTaKkTHoOi ocobu 3
thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
chapmakoHarnagy B YkpaiHi, SKLWO BOHa
BiAMiHHa Bif, YNOBHOBaXXeHOi 0cobw,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHM y
PO3MiLLieHHI MacTep-danna cuctemm
tapmakoHarnagy) 3miHa ynoBHOBaxeHoi 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnag.
[Hitoya pepakuis: Wuronesa MapiaHHa
BikTopisHa. NponoHoBaHa peaakuis: LWynbL
Onbra CepriiBHa
168.| PAMIHEPON TabneTkn, BKpUTI BIOCAMHC | Cnonyuen AKTABIC NTA. Manbta BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/14506/01/02
® NniBKOBOO nTa. e 3MiHu | Tuny - 3MiHKM Wwopo peuenmom
060moHKOoI0, No 2 Mr, Koponisct 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
no 10 Tabnetok y BO BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHUX
GnicTepi; no 3 Benukobp npo cuctemy dapmakoHarnsgy (BBegeHHs
GnicTepn y KapTOHHil UTaHii i y3aranbHeHUX AaHnx npo cuctemy
navui MiBHIYHOT dapmakoHarnsay, 3MiHa yNnoBHOBaXeHOi ocobw,
Ipnangii BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BigNoBiganbHoOI 3a 30iMCHEHHS hapmakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-chaina cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaXeHOi 0cobu
3asiBHMKA, BignoBiganeHoi 3a hapMakoHarnsag.
[itova pepakuis: Wuronesa MapiaHHa
BikTtopiBHa. MNponoHoBaHa peaakuis: LynbLy
Onbra CepriiBHa
169. PENMNArAnN KOHLleHTpaT ans Takena Ipnangis BianosiganbHUn Ipnangis/ BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/15890/01/01
PO34MHY 4515 iHGY3in, dapmachHoTi 3a BMNYyCK cepii: HimeyuunHa/ 3MiHun | TMny - 3MiHKM Wwopo peuenmom
1 mr/mn no 3,5 mn Kan3 Larnep CLIA/ 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
KOHLIeHTpaTy y IHTepHeLHnN dapmackioTikan Cnony4yeHe BBeneHHs abo 3MiHM 00 y3aranbHEHUX JaHNX
dnakoHi; no 1 AT IpnaHgis 3 IpnaHpgis KoponiscTso/ npo cuctemy dapmakoHarnsgy (BBefeHHs
rakoHy B KapTOHHIW BpeHy TimiTen, Higepnanaun y3aranbHEeHUX AaHnx Npo cuctemy
KopobLi Ipnangis chapmakoHarnsgy, 3MiHa ynoBHOBa)keHoi ocobu,
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUPOBHMLTBO BiAnNoBiganbHOI 3a 3AiNCHEHHS
nikapcbkoro chapmakoHarnsay; KOHTaKkTHoOi ocobu 3
3acoby, chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA

KOHTPOMb SIKOCTI
cepil, BidyanbHa
iHCnekuis:
BeTttep ®apma-
®eprirtoHr MTM6X
EHa Ko. KT,
HimeyuunHa
BMPOBOHMLTBO
nikapcbKoro
3acoby,
KOHTPOMb SKOCTI
Ma3:
KeHoxiH
Bario®apma,
NTAO (n6a
EmepoxeHT
BarioConywwiHa
(CibiAw), CLLA
KOHTPOMb SIKOCTI
cepil, BidyanbHa
iHCnekuis:
BeTttep dapma-
PeprirtoHr M'M6X
EHa Ko. KT,
HimeyuunHa
Bettep ®apma-
PeprirtoHr M'M6X
EHa Ko. KT,
HimeyunHa
BidyarnbHa
iHCnekuis:
Bettep ®apma-
PeprirtoHr M'M6X
EHa Ko. KT,
HimeyunHa
KOHTPOMb SKOCTI
a3:
Lavep XbtomeH
[keHeTik
Tepanic, CLLA
KOHTPOSb SIKOCTi
cepii:
Yapnb3 PiBep
JlabopaTopis
Anneng JTa,
Ipnangis

dapmakoHarnagy B YkpaiHi, AKLwo BoHa
BiAMiHHa Bif yNOBHOBaXXeHOT 0cobu,
BignoBiganbHoI 3a 30iCHEHHS hapmakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
PO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnagy) 3miHa KOHTakTHOT ocobu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YKpaiHi.

Litoua pepakuis: Bexrep Jliogmuna AHaToniiBHa
/ Venher Liudmyla. NponoHoBaHa peaakuisi:
YpeTin Ceprin IBaHoBud / Uretii Sergii.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0cobu
3asBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag, B
YkpaiHi.
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

KoBaHc
JlabopaTopis
Nimiten,
Cnony4yeHe
KoponisctBo
MapKyBaHHs Ta
nakyBaHHs,
AncTpubyLis
roToBOro
nikapcbKkoro
3acoby:
EMiHeHT
Cepsices
KopnopenH,
CLUA
LIEnYEnN
Cannnain YenH,
Higepnanam
LIEnYEnN
Cannnain YenH,
Higepnanam

170,

PIHASAN®

Kpanni HasanbHi,
po3uuH 1 mr/mn, no 10
Mn 'y pnakoHi 3
KpanenbHuLe; no 1
dnakoHy B nayui

MpAT
"®apmaueBT
nyHa dipma

"NapHuus"

YkpaiHa

MpAT
"®apmMaueBTUYH
a cipma
"OapHuus"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3minu | Trny: 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponeiickkin hapmakonei/MoHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dapmakonei aepxasu €C (iHwi
3MiHW) NpuBeAeHHs crneuundikaLii Ta meTopgis
koHTponto APl AuHaTpito docdat goaekarigpaT
y BiANoOBigHICTb A0 MoHorpadii €® «Disodium
Phosphate Dodecahydrate» Ta y3rogxeHHs y
peecTpauinHux MaTepianax, a came: -3miHa
Ha3BW JOMOMIKHOI pevoBuHM "HaTpito
rigpodocdpaT gogekarigpat” Ha "duHaTpito
docaT pgoaekarigpat” (6e3 3mMiHM LONOMIKHOT
peyoBuHW). -y cneundikauii A®l BHeceHo
pedakuinHi npasku Ao po3adinie: "laeHTudikauis",
"Hatpito gurigpodocdat”, "Xnopuaun",
"Cynbdatun", "3aniso", "Brparta B maci npu
BuUcyLyBaHHi", "KinbkicHe BU3HayeHHs"; - 4o
METOAIB KOHTPOIO BHECEHO 3MiHWN Ta pegaKLuinHi
YTOYHEHHs 4o po3ainis: "laeHTudikauis”,
"Mpo3opicTb po3unHy", "BiaHOBHI pe4oBUHK",
"Hatpito gurigpodocdat”, "Xnopuaun",
"CynbdaTtun", "3aniso", "Brparta B maci npu
BucyLyBaHHI", "KinbkicHe BU3Ha4eHHs". 3MiHu
BHeceHi y po3ain "Cknag" (4onoMixHi pe4oBunHK)

6e3
peuenma

nidnsieae

UA/1751/01/02
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1

B IHCTPYKLUIiO ANsi MEAUYHOro 3acTOCyBaHHA Ta
SIK HACNIQOK - Y TEeKCT MapKyBaHHs1 yNakoBKUN
nikapcbkoro 3acoby. BeegeHHs 3MiH NpoTsirom

6-TK MicAauiB nicnsa 3aTBepAXeHHs . 3MiHu | Tuny:

3MmiHu 3 sikocTi. FoTOBUMIA Nikapcbkuii 3aci6.
KoHTposb JOMOMDKHUX pe4oBUH. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MeX AN AONOMDKHOI PEHOBUHM (iHLLi 3MiHW)
CynyTHs 3MiHa: 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb foNOMiIKHUX
peyoBuH. 3miHa y MeToaax BUNpobyBaHHS
[OMOMDKHOI PEYOBUHM (HE3HAYHI 3MiHN Y
3aTBEpOKEeHMX MeTofax BUNpobyBaHb).
MpuBegeHHs cneundikaLii Ta MeToanK
KOHTPOIIO SIKOCTi HAa AOMOMIDKHY Pe4OBUHY
OuHatpito docdaTt poaekarigpat y
BiZNOBIHICTb 4O BUMOr €BPONENCHKOT
dapmakonei, 3 BpaxyBaHHsM BumMor Y. Y
3B’A3KY 3 LM, BHECEHO 3MiHM [0 po3Ainy
"P0O34MHHICTL", @ came: OCKifbKu BignosigHa
iH(bopMaLisi HOCUTb pekoMeHAaLiIMHMI
XapakTtep, AaHi BHeceHo A0 po3ainy "3aranbHi
BNacTMBOCTI". BBeAEHHSsI 3MiH NpPOTArom 6-Tn
MicsuiB nicns 3aatBepoKeHHs . 3MiHu | Tuny:
3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb AONOMiKHMX peqoBUH. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX ON1s1 AONOMIKHOI PEYOBUHU (BUMYYEHHS 3i
crneundikaLii He3Ha4YHOro NoKa3HvKa
(Hanpwvknag 3acTapinoro nokasHuka)) 3miHu o
crneundikauii Ta MeTodiB KOHTPOMIO ANs
[OMOMDKHOT peqoBuHM OuHaTpito hoccat
popfekarigpat y 3B’A3Ky i3 BUNyYeHHAM
nokasHUKiB «ApceH» Ta «Baxki meTanm»
BigNoBigHO 4O MaTepianiB BUpobHUKa (aHani3
pwusukis 3rigHo ICH Guideline «Q3D Elemental
impurities ) Ta Bumor gito4oi MoHorpadgii €O
«Disodium Phosphate Dodecahydrate».
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | Tuny: 3miHKM 3 siKoCTi.
[oToBWI Nikapcbkui 3aci6. KoHTponb
OOMOMDKHMX PEYOBUH (iHLLI 3MiHW) BHOCATLCS
3MiHU 0o po3ainy «YMmoBu 36epiraHHs» Ans
[OMNOMiXHOI pevoBuHM [InHaTpito docdar
popekarigpat (3atBepmpkeHo: B nnotHo
YKYyMOpPEHHOW Tape npu TeMnepaType He Bbille
250C; 3anponoHoBaHo: BignosigHo go
HOPMaTUBHOI AOKYMeHTaLii hipmu-BupobHuKa).
BBegeHHs 3MiH NpoTsirom 6-Tu MicsauiB nicns
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[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep

peecmpayiliHo2o

noceid4yeHHs1

3aTBEPKEHHA .

171.

PO3APT

TabneTku, BKPUTI
NniBKOBOIO
0601n0HKoI, Mo 5 Mr,
no 10 Tabnetok y
6nictepi; no 3 abo 9
6nicTepis y kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

Aktasic T[]

ManbTa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHun | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€sponewicbkin apmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikara
BianosigHocTi abo BMNyYeHHsi cepTudikaTta
BiQNOBIQHOCTI €BponeWnchbkin hapmakonei: Ans
A®Il; onsa BuxiaHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
[OMOMDKHOI pevoBUHM (cepTudikaT
BignoBigHOCTI €Bponeiickkin hapmakoner) -
HoBuii ceptudikat Big BXe 3aTBEpAXEHOro
BUpPOGHMKa - MNogaHHs HoBoro ceptudikarty
BianosiaHocTi CEP Ne R1-2015-188-Rev 01 ans
A®| PosyBacTaTuHy KanbLiito Bif BXe
3aTBepakeHoro BMpobHuka MSN Laboratories
Limited, India Ha 3amiHy DMF (Version
RV/AP/08/06-15) 3miHu | Tvny - 3MiHK 3 AKOCTi.
A®l. CtabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BunpobyeaHb/nepiogy 36epiraHHst abo ymoB
36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBepOKeHOMY Aocbe cepTudikata
Bi4NOBIgHOCTI €BponeWnchkin hapmakonei, LWo
BKJ1HO4a€E Nepiof, MOBTOPHOIO BUMPOOYBaHHS)
(nepiog noBTOpHOrO BUNPOBYyBaHHs/Nepion,
36epiraHHs) - 36inblUeHHs abo BBeAEHHS
nepiofy NoBTOPHOro BMNpobyBaHHsA/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB JOCHiMKEHb Y
peanbHoMy 4aci - 3a3HaueHHs1 nepioay
noBTOPHOro BunpobysaHHs APl PosyBacTatuHy
kanbLito 60 micauiB Ha OCHOBI pe3ynbTaTiB
JocnimpxeHb cTabinbHOCTI y peanbHOMy Yaci.

3a
peuernmom

UA/11647/01/01

172.

PO3APT

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 10 mr,
no 10 tabnetoky
6nicTepi; no 3 abo 9
GnicTtepis y kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

Aktasic 1T

ManbTa

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis:
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoCTi
€Bponewckkin dhapmakonei/MoHorpadii.
MopaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignNoBIgHOCTI €BponeWichkin hapmakonei: ans
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NPoaykKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikat
BignoBigHocTi €Bponeinchkiii hapmakonei) -
HoBuii cepTudikat Bif BXe 3aTBepAXeHOro
BUpOGHWKa - [MogaHHa HoBoro cepTudikaTy
BignosiaHocTi CEP Ne R1-2015-188-Rev 01 ans

3a
peuernmom

UA/11647/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

A®| PosyBacTaTuHy KanbLito Bif, BXxe
3aTBepakeHoro BupobHuka MSN Laboratories
Limited, India Ha 3amiHy DMF (Version
RV/AP/08/06-15) 3miHun | TMny - 3MiHM 3 IKOCTI.
A®I. CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepiogy 36epiraHHst abo ymoB
36epiraHHst A®I (3a BigcyTHOCTI y
3aTBEpAKEHOMY AOCbe cepTudpikata
BiZNOBIgHOCTI €BponeWnchkin hapmakonei, LWo
BKJ1OYA€E nepiof, MOBTOPHOrO BUMPOBYBaHHS)
(nepioa noBTOpHOrO BUNPOBYBaHHs/Nepioa
36epiraHHs) - 36inbLeHHs abo BBegeHHs
nepiofy NoBTOpHOro BMNpobyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCHIMKEHb Y
peanbHoOMy 4aci - 3asHaueHHs nepioay
noBTopHOro BunpobysaHHst A®I PosyBacTtaTtuHy
Kanbuito 60 micsuiB Ha OCHOBI pe3ynbTaTiB
pocnigkeHb cTabinbHOCTI Y peanbHOMY Yaci.

173,

PO3APT

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto, no 20 mr,
no 10 TabneTtok y
6nictepi; no 3 abo 9
GnicTtepiB y kKopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AxTtasic 1T

ManbTa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; onsa BuxigHoOro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkii hapmakonei) -
HoBui cepTudikat Big BXxe 3aTBEpAXeHOro
BUpPOGHMKa - MNogaHHst HoBoOro ceptudikarty
BianosiaHocTi CEP Ne R1-2015-188-Rev 01 ans
A®I PosyBacTaTuHy KanbLito Bif, BXe
3aTBepakeHoro BMpobHuka MSN Laboratories
Limited, India Ha 3amiHy DMF (Version
RV/AP/08/06-15) 3miHu | Tuny - 3miHu 3 gKkocTi.
A®I|. CtabinbHicTb. 3miHa nepiogy NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHs abo ymos
36epiraHHa A®I (3a BigcyTHOCTI ¥
3aTBEpAKEHOMY A0Cbe cepTudpikata
BiQNOBigHOCTI EBponeickkin hapmakonei, Lo
BKIIOYaE Nepios NOBTOPHOrO BUNPoGyBaHHS)
(nepiog noBTOpHOrO BUNPObYyBaHHs/Mepion
36epiraHHs1) - 36inblUeHHst abo BBEAEHHS
nepiody NoBTOpHOro BunNpobyBaHHs/nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB JOCHIMKEHb Y
peanbHOMy Yaci - 3a3HayeHHs nepiogy
NnoBTOPHOro BunpobysaHHst A®| Po3yBacTatuHy

3a
peuenmom

UA/11647/01/03
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[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

KanbLito 60 micauiB Ha OCHOBI pe3ynbTaTiB
AocnimxeHb cTabinbHOCTI y peanbHOMY Yaci.

174.

PO3APT

TabneTtkn, BKpUTI
NNiBKOBOIO
o6onoHkoto, no 40 wmr,
no 10 Tabnetok y
GnicTepi; no 3 a6o 9
6nictepis y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AxTtasic 1T

ManbTa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
€Bponeickki thapmakonei/MoHorpadii.
MoaaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BianosigHocTi abo BMNyYeHHsi cepTudikaTta
BignoBigHOCTI €BponeWchkin hapmakonei: ons
A®l; onsa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BiQNOBIQHOCTI €Bponewicbkin hapmakoner) -
HoBun cepTtudikaTt Big BXE 3aTBEPKEHOrO
BUpPOGHMKa - MNogaHHst HoBoro ceptudikarty
BianosigHocTi CEP Ne R1-2015-188-Rev 01 ans
A®| PosyBacTaTuHy KanbLito Bif Bxe
3aTBepakeHoro BMpobHuka MSN Laboratories
Limited, India Ha 3amiHy DMF (Version
RV/AP/08/06-15) 3miHun | TMny - 3MiHM 3 IKOCTI.
A®l. CtabinbHicTb. 3MiHa nepioay NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHa abo ymos
36epiraHHs A®I (3a BigcyTHOCTI y
3aTBepOKEHOMY A0Cbe cepTudikata
BiZNOBIgHOCTI €Bponewnchkin hapmakonei, Wo
BKIOYA€E nepiof, NOBTOPHOIO BUMPOBYBaHHS)
(nepiog noBTOpHOrO BUNPOByBaHHs/Nepios,
30epiraHHs) - 36inbLeHHsa abo BBeaeHHS
nepiofly NoBTOpHOro BMNpobyBaHHsA/nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB JOCHImXEHb Y
peanbHOMy 4aci - 3asHa4eHHs nepioay
NoBTOPHOro BUNpobyeaHHst A®| Po3yBacTaTuHy
kanbLjto 60 micauiB Ha OCHOBI pe3ynbTaTiB
AocrnimpkeHb cTabinbHOCTI y peanbHOMy 4aci.

3a
peuenmom

UA/11647/01/04

175.

POKCEPA®
nntoc

TabneTku, BKpUTI
NniBKOBOKO
obonoHkoto, no 10

KPKA, 8.4,
HoBo mecto

CnogBeHisi

BMPOGHMUTBO "in
bulk", nepsuHHe
Ta BTOpPUHHE

CnoBeHisi

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHu | TUnYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.

mr/10 mr; no 10 nakyBaHHS, 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
Tabnetok y 6nictepi; KOHTpOrb Ta 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans
no 3 abo no 9 BUNYCK cepii: MeOMYHOro 3aCTOCyBaHHSA Ha NiacTaBi
GnicTepiB y KApTOHHIW KPKA, a.4., perynsipHO OHOBIMOBAHOrO 3BiTYy 3 6e3neku
KopoOGLi HoBso mecTo, nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
CnoBeHis; 3aCTOCyBaHHS Nikapcbkoro 3acoby B
KOHTPOMb cepii nicnsipeecTpauinHuii nepioa, abo sik pesynbtaT
(dpisnyHi Ta OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHNX
XiMiYHi meToamn Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX AOCHioKeHb
KOHTpPOMHO: (PIP) (iHwwi 3MiHK) 3MiHM BHECEHO B iHCTPYKLIitO
KPKA, o.4., 0N MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro

3a
peuernmom

He
nidnsieae

UA/18324/01/02
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[IponoBkeHHs 1oaarka 3

Ne

Haszea

®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Hoso mecTo, 3acoby no posainis "OcobnueocTi
CnoBeHis; 3actocyBaHHs", "Mob6iuHi peakuii” BignosigHo 0o
HJI3OX OHOBIEHOI iHcbopmallii 3 6esnekn 3acTocyBaHHS
(HauioHanbHi LiroYmnx pevyoBuH. BBegeHHs 3MiH npoTarom 6-tu
naboparopis 3a MicauiB nicnsa 3aTBepAXeHHS. 3miHun | Tuny -
34paB’e, OKOSE 3MiHM Wwoao 6e3nekun/ehekTUBHOCTI Ta
iH XpaHo), dapmakoHarnagy. 3miHa y KopoTKil
CnoBeHis; XapaKTepuCTULi NikapCbKoro 3acoby, TeKCTi
Kemincbki MapKyBaHHs Ta iHCTPYKLii Ans Megu4Horo
iHcTUTYT, LleHTp 3aCTOCyBaHHA Ha nifgcTasi perynsapHo
3a Banigauincke OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
TEXHOIorie iH 3acoby, abo gocnigxeHb 3 6e3neku
aHaniTiko 3acTocyBaHHS nikapcbkoro 3acoby B
(UBTA), nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
CnoBeHist; OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
IlabeHa g.0.0., BiANOBIQHO 0 NNaHy nejiaTpu4HuX AOCHioKEHb
CnoBeHis (PIP) (iHwwi 3MiHK) 3MiHM BHECEHO B iHCTPYKLIitO
0Nt MeQMYHOro 3aCTOCYBaHHSI NikapCbKoro
3acoby Oo posainy "Baaemogis 3 iHWnMmn
nikapcbkumm 3acobamu Ta iHWi Buan B3aemogin”
BiZNOBIgHO [0 OHOBMEHOI iHhopMmaLii 3 6esneku
3aCTOCYBaHHSA Aito4mx pevyoBuH. BeegeHHsA 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3minn Il TMny - 3MiHK Wwopo
6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
MEAMYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKMNIHIYHUMMN, KNiHIYHUMK
AaHVMU Ta AaHvMu 3 dhapmakoHarnsgy. 3miHu
BHECEHO B iHCTPYKLIO Ansi MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "B3aemogisa 3 iHWnMmn
nikapcbknuMu 3acobamu Ta iHLWi Buan
B3aemogin", "MobiyHi peakuii”. BBeaeHHs 3miH
npoTsArom 6-Tn MicsUIB NicNs 3aTBEpPXKEHHS
176/ POKCEPA® TabneTku, BKpUTI KPKA, a.4., CnoBeHisi | BUpOBHMLTBO "in CnoBeHis BHECEHHS 3MiH 10 peecTpaLifiHiX MaTepianis: 3a He UA/18324/01/03
nnoc NniBKOBOKO HoBo mecTO bulk", nepsuHHe 3MiHu | Tuny - 3MiHKM Wwopo peuenmom nidnsieae

ob6ornoHkoto, no 15
mr/10 mr; no 10
TabneTtok y 6nictepi;
no 3 abo no 9
GnicTepiB y KApTOHHIW
KopobLi

Ta BTOpPWHHE
nakyBaHHs,
KOHTpOrb Ta
BUNYCK cepii:
KPKA, a.4.,
Hoso mecrTo,
CroBeHisi;
KOHTPOMb cepii
(dpisnyHi Ta
XiMiYHi meTOoaMN
KOHTPOTHO:

6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbKoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbTaT
OLLiHKM 3BITY 3 JOCHIOKEHb, NPOBEAEHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX AoChigXeHb
(PIP) (iHwi 3MiHK) 3MiHM BHECEHO B iHCTPYKLIitO
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KPKA, a.4., Ons MeQMYHOro 3acToCyBaHHSA NiKapCbKoro
HoBso mecrTo, 3acoby go po3aginis "OcobnueocTi
CnoBeHis; 3acTocyBaHHs", "lNMobivHi peakuii” BignoeigHo 4o
HJI3OX OHOBIEHOI iHcbopmaLlii 3 6e3nekn 3acTocyBaHHS
(HauioHanbHi Aitoynx pevyoBuH. BBeaeHHs 3amiH npoTarom 6-tu
naboparopist 3a MicsuiB nicns satBepakeHHs. 3MiHu | Tuny -
34paB’e, OKOSE 3MiHM Wwoao 6e3nekun/ehekTBHOCTI Ta
iH XpaHo), dapmakoHarnsagy. 3miHa y KopoTKiv
CnoBeHis; XapaKTepuCTULi Nnikapcbkoro 3acoby, TEKCTI
Kemincbki MapKyBaHHs Ta iHCTPYKLUii Ans Megu4Horo
iHCTUTYT, LleHTp 3aCTOCYBaHHS Ha MiACTaBi perynsipHo
3a Barnigauincke OHOBJIHOBAHOrO 3BiTY 3 6Ge3nekun Nnikapcbkoro
TEXHOrorie iH 3acoby, abo gocnigxeHb 3 6e3neku
aHaniTiko 3acTOCyBaHHS nikapcbkoro 3acoby B
(LUBTA), nicnapeecTpauinHui nepioa, abo sk pesynbTaTt
CroBeHist; OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
JlabeHa g.0.0., BiZNOBIQHO A0 NNaHy negiaTpuyHMX AoChioXeHb
CnoBeHis (PIP) (iHLi 3MiHK) 3MiHM BHECEHO B iHCTPYKLIitO
ONst MEAMYHOro 3aCTOCYBaHHS NMikapCbKoro
3acoby Oo posainy "B3aemogis 3 iHWuMun
nikapcbkumm 3acobamu Ta iHWi BUAM B3aemogin"
BiZNOBIOHO [0 OHOBMEHOI iHhopMmallii 3 6e3neku
3aCTOCYBaHHS Lil04MX pevyoBuH. BBeaeHHs 3miH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXKEHHS.
3minn Il TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHU y KOPOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
MEeAMNYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
LaHUMW 3 SIKOCTI, AOKMIHIMHUMW, KNiHIYHUMK
AaHVMU Ta AaHuMu 3 dhapmakoHarnsgy. 3miHm
BHECEHO B iHCTPYKLiO ANns MegnyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "B3aemogisa 3 iHWMmn
nikapcbknMmn 3acobamu Ta iHLWi BUAn
B3aemogin", "MobiyHi peakuii”. BBeaeHHs 3miH
nNpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS
177 POKCEPA® TabneTkn, BKpUTI KPKA, o.4., CnoBeHis | BUpOOHMLTBO "in CnoBeHis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/18324/01/04
nnoc NniBKOBOO HoBo mecTo bulk", nepuHHe 3MiHu | TUNYy - 3miHun Wwopo peuenmom nionsieae

ob6onoHkoto, no 20
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 abo no 9
6nicTepiB y KApTOHHIW
KopoOGLi

Ta BTOpPWHHE
nakyBaHHs,
KOHTpOmnb Ta
BUNYCK cepii:
KPKA, o.4.,
HoBo mecTo,

CroBeHisi;

KOHTpOnb cepii
(dpisnyHi Ta

XiMiYHI meToaun

6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
PerynspHo OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpadinHuin nepioa, abo sk pesynbtar
OLiHKM 3BITY 3 JOCIOXEHb, NPOBEAESHUNX
Bi4NOBIgHO A0 NfaHy negiaTpuyHMX AocnigXeHb
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KOHTPOSH0: (PIP) (iHLi 3MiHK) 3MiHM BHECEHO B iHCTPYKLIitO
KPKA, a.4., AN MeQMYHOro 3aCTOCYBaHHSI NikapCbKOro
Hoso mecTo, 3acoby no posainis "OcobnueocTi
CnoBeHis; 3acTocyBaHHs", "lMobivHi peakuii" BignosigHo oo
HN30X OHOBIEHOI iHcbopMmalLii 3 6e3neky 3acTocyBaHHs
(HauioHanbHi LiroYmnx pevyoBuH. BBegeHHs 3MiH npoTarom 6-tu
naboparopist 3a MicsuiB nicns saatBepakeHHs. 3MiHu | Tuny -
3apaB’e, OKomne 3MiHu Wwopao 6e3nekn/edPekTMBHOCTI Ta
iH XpaHo), dapmakoHarnagy. 3miHa y KopoTKil
CnoBeHis; XapaKTepuCTULi Nnikapcbkoro 3acoby, TEKCTi
Kemincobki MapKyBaHHS Ta IHCTPYKUiT ANS MeAn4Horo
iHCTUTYT, LleHTp 3aCTOCyBaHHA Ha NifgcTasi perynspHo
3a Barnigauincke OHOBJIHOBAHOrO 3BiTY 3 6Ge3nekun Nnikapcbkoro
TEXHONOri€ iH 3acoby, abo gocnigxeHb 3 6e3neku
aHaniTiko 3acTocyBaHHS nikapcbkoro 3acoby B
(LUBTA), nicnapeecTpauinHuin nepiod, abo sk pesynbTaTt
CnoBeHis; OLjiHKM 3BITY 3 AOCHIAXEHb, NPOBEAEHNX
IlabeHa g.0.0., BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
CnoBeHis (PIP) (iHLi 3MiHK) 3MiHM BHECEHO B iHCTPYKLIitO
0N MeQMYHOro 3aCTOCYBaHHSI NiKapCbKOro
3acoby Oo posainy "Baaemogis 3 iHWnMmn
nikapcbkumm 3acobamu Ta iHWi BUaM B3aemogin”
BiZNOBIQHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
3aCTOCYyBaHHSA Aito4mMx pevyoBuH. BeegeHHS 3MiH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXKEHHS.
3minn Il Trny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MEAMYHOrO 3aCTOCYBaHHS! Y 3B’sI3KY i3 HOBUMM
LaHUMW 3 SIKOCTi, AOKMIHIMHUMU, KNiHIYHUMK
AaHVMK Ta AaHvMu 3 dapmakoHarnsagy. 3miHv
BHECEHO B iHCTPYKLIO Ansi MegnyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"MpoTnnokasaHHs", "B3aemogis 3 iHwWmMmn
nikapcbkuMmn 3acobamu Ta iHLWi BUAn
B3aemogin", "MobiyHi peakuii”. BBeaeHHs 3miH
NpoTsArom 6-Tn MicsLIB Nicns 3aTBEpPXKEHHS
178 POKCEPA® TabneTkn, BKpUTI KPKA, a.4., CnoBeHisi | BUpOBHMLTBO "in CnoBeHis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/18324/01/05
nnoc NniBKOBOKO HoBo mecTo bulk", nepsuHHe 3MiHu | TUnYy - 3miHKn Wwopo peuenmom nionsieae

obonoHkoto, no 40

Ta BTOPUHHE

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.

mr/10 mr; no 10 nakyBaHHs, 3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro
Tabnetok y 6nictepi; KOHTpOrb Ta 3acoby, TeKCTi MapKyBaHHS1 Ta iHCTpYKLUii Ans
no 3 abo no 9 BUNYCK cepii: MeOMYHOro 3aCTOCyBaHHSA Ha niacTasi
GnicTepiB y KApTOHHiIW KPKA, a.4., perynsipHo OHOBIMOBAHOrO 3BiTYy 3 6e3neku
Kopoo6Li Hoso mecTo, nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
CnoBeHis; 3aCTOCYBaHHS Nikapcbkoro 3acoby B
KOHTPOMb cepii nicnsipeecTpauinHuii nepioa, abo sik pesynbtaT
(dpisnyHi Ta OLLiHKM 3BITY 3 gOCNiAKEHb, NPOBEAEHUX
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
XiMiYHi meToaMn BiAMNOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
KOHTpOIto: (PIP) (iHLi 3MiHK) 3MiHWM BHECEHO B iHCTPYKLIitO
KPKA, a.4., Ons MeQMYHOro 3acToCyBaHHSA NiKapCbKoro
Hoso mecTo, 3acoby no posainis "OcobnueocTi
CnoBeHis; 3actocyBaHHs", "Mob6iuHi peakuii” BignosigHo oo
HJI3OX OHOBIEHOI iHcbopmaLlii 3 6e3nekn 3acTocyBaHHS
(HauioHanbHi LiroYmnx pevyoBuH. BBegeHHs 3MiH npoTarom 6-tu
naboparopis 3a MicauiB nicnsa 3aTBepAXeHHS. 3miHun | Tuny -
34paB’e, OKOSE 3MiHM Wwoao 6e3nekun/eekTBHOCTI Ta
iH XpaHo), dapmakoHarnagy. 3miHa y KopoTKil
CnoBeHis; XapaKTepuCTULi NikapCbKoro 3acoby, TeKCTi
Kemincbki MapKyBaHHSA Ta iHCTPYKLii ANS MeanyHoro
iHcTUTYT, LleHTp 3aCTOCyBaHHA Ha NifgcTasi perynspHo
3a Banigauincke OHOBJIHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro
TEXHOIorie iH 3acoby, abo gocnigxeHb 3 6e3neku
aHaniTiko 3acTocyBaHHs Nikapcbkoro 3acoby B
(UBTA), nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
CnoBeHist; OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
IlabeHa g.0.0., BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
CnoBeHis (PIP) (iHwwi 3MiHK) 3MiHM BHECEHO B iHCTPYKLIitO
0Nt MEQMYHOro 3aCTOCYBaHHSI NikapCbKoro
3acoby Oo posainy "Baaemogis 3 iHWnMun
nikapcbkumm 3acobamu Ta iHWi Buan B3aemogin”
BiZNOBIgHO 0 OHOBMEHOI iHhopMmaLii 3 6esneku
3aCTOCyBaHHSA Aito4mMx pevyoBuH. BeegeHHS 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOKEHHS.
3minu Il Tuny - 3miHu wopo
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLUii Ans
MEAMNYHOrO 3aCTOCYBaHHs! Y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMKN
AaHVMU Ta AaHvMu 3 dhapmakoHarnsgy. 3miHv
BHECEHO B iHCTPYKLUIO Ansi MegnyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3ainis
"MpoTnnoka3saHHs", "B3aemogis 3 iHWMmn
nikapcbknuMun 3acobamu Ta iHLWi Buan
B3aemogin", "MobiyHi peakuii”. BBeaeHHs 3miH
NpoTsArom 6-Tn MicsUIB Nicnsa 3aTBEpPXKEHHS
179 POKCEPA® TabneTku, BKpUTI KPKA, a.4., CnoBeHisi | BUpOBHMLTBO "in CnoBeHisi BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a He UA/18324/01/01
nnic NNiBKOBOI HoBo mecTo bulk", nepsuHHe 3MiHun | Tuny - 3MiHKn Wwopo peuenmom nionsizae

06ornoHkKoto, no 5
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 abo no 9
GnicTepiB y KapTOHHIW
KopobLi

Ta BTOpPWHHE
nakyBaHHs,
KOHTpOrb Ta
BUNYCK cepii:
KPKA, o.4.,
Hoso mecTo,

CrioBeHisi;

KOHTPOMb cepii

6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeaMYHOro 3acToCyBaHHs Ha NiacTasi
perynsipHoO OHOBIIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHS fnikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
(cbinyHi Ta OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
XiMiYHi meToamn Bi4NOBIQHO A0 NNaHy negiaTpuyHMX AoChioXeHb
KOHTPOSHo: (PIP) (iHWi 3MiHK) 3MiHM BHECEHO B iHCTPYKLIitO
KPKA, a.4., Ons MeQMYHOro 3acCToCyBaHHSA NiKapCbKoro
HoBo mecrTo, 3acoby go po3aginis "OcobnueocTi
CnoBeHis; 3acTocyBaHHs", "lMobivHi peakuii" BignosigHo Ao
HJI3OX OHOBIEHOI iHcbopmallii 3 6e3nekn 3acTocyBaHHS
(HauioHanbHi Aitoynx pevoBuH. BBegeHHs 3amiH npoTarom 6-tu
naboparopist 3a MicsuiB nicns saatBepakeHHs. 3MiHu | Tuny -
34paB’e, OKOSE 3MiHM Wwoao 6e3nekun/ehekTUBHOCTI Ta
iH XpaHo), dapmakoHarnsagy. 3miHa y KopoTKiv
CnoBeHisi; XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
Kemincbki MapKyBaHHSA Ta iHCTPYKLii ANS MeanyHoro
iHCTUTYT, LleHTp 3aCTOCYBaHHS Ha MiACTaBi perynspHo
3a Barnigauincke OHOBJIHOBAHOrO 3BiTY 3 6Ge3nekun Nnikapcbkoro
TEXHOIorie iH 3acoby, abo gocnigxeHb 3 6e3neku
aHaniTiko 3acTOCyBaHHS nikapcbKkoro 3acoby B
(LUBTA), nicnapeecTpauinHuin nepioa, abo sk pesynbTaT
CnoBeHist; OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
JlabeHa g.0.0., BiZNOBIQHO A0 NNaHy negiaTpyuyHMX AOChioXeHb
CnoBeHis (PIP) (iHLi 3MiHK) 3MiHM BHECEHO B iHCTPYKLIitO
ONst MEQMYHOro 3aCTOCYBaHHS NMikapCbKoro
3acoby no posainy "B3aemogis 3 iHWuMun
nikapcbkumm 3acobamu Ta iHWi BUAM B3aemogin"
BiZNOBIgHO [0 OHOBMEHOI iHhopMmaLii 3 6esneku
3aCTOCYBaHHS Lil04MX pevyoBuH. BBeaeHHS 3miH
NPOTArom 6-T MicsALIB MiCNS 3aTBEPOXKEHHS.
3minu Il Tvny - 3miHu wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHW y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
MEeAMNYHOrO 3aCTOCYBaHHS Y 3B’3KY i3 HOBUMM
LaHUMW 3 SIKOCTI, AOKMIHIMHUMW, KNiHIYHUMK
AaHVMU Ta AaHvMu 3 dhapmakoHarnsgy. 3miHu
BHECEHO B iHCTPYKLIiO ANns MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "B3aemogisa 3 iHWnMmn
nikapcbkuMmn 3acobamu Ta iHLWi BUAn
B3aemogin", "MobiyHi peakuii”. BBeaeHHs 3miH
nNpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS
180.| POTAN®EH PO3YMH ANS iH eXUiN, TOB YkpaiHa K.O. Pomdapm PymyHis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/15527/01/01
50 mr/2 mn, no 2 Mn B "YOPNLO Komnasni C.P.J1. 3MiHu | TUnYy - 3miHKn Wwopo peuenmom nionsieae
amnyni; no 5 amnyn B MEONUNH" 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.

KOHTYPHili YapyHKOBIN
ynakosLi; no 1 abo 2
KOHTYPHI YapyHKOBI
YNaKoBKU B KAPTOHHIN
Kopoo6Li

3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS1 Ta IHCTPYKLUii Ans
MeaMYHOro 3acToCyBaHHs Ha NiacTaBi
perynsipHoO OHOBMOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS fnikapcbkoro 3acoby B
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nicnapeecTpauinHui nepioa, abo sk pesynbTaTt
OLLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX
BiAMNOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNETEHTHUM
YNOBHOBAXXEHVM OpraHom)
3MiHM BHeceHo o IHCTpyKLii ons meguyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3giny
"8acTocyBaHHs y nepiof BariTHoCTi abo
rogyBaHHs rpyaar” BignosigHo 4o
pekomeHgauii PRAC EMA. TepmiH BBeLeHHS
3MiH NpOTArom 6 MicsUiB Nicns 3aTBEPKEHHS.
181.| CENbTABIP kancynu TBepai no 45 Makneogc IHgia Makneoac IHAis BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a - UA/17704/01/02
mr, no 10 kancyn y dapmacbloT dapmackioTrkan 3MiHu | Tuny - 3MiHK Wwopo peuenmom
6nictepi; no 1 nKarc c Nimiteq 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
GricTepy B KapTOHHi Nimiteq (iHWi 3miHK). 3MiHN BHECEHI B TEKCT MapKyBaHHS
ynakoBLUi Ha BTOPWHHIM ynakoBLj nikapcbkoro 3acoby y n.8
[aTa 3aKiH4eHHs TepMiHy NPUAATHOCTI.
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPAKEHHS
182, CENbTABIP Kancynu TBepai no 75 Makneoac IHais Makneoac IHais BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a - UA/17704/01/03
mr, no 10 kancyn y dapmacbloT dapmackioTrkan 3MiHu | Tuny - 3MiHK Wwopo peuenmom
6nictepi; no 1 nKarc c Nimiten 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
GnicTepy B KapTOHHIV Timiteq (iHLWi 3MiHW). 3MiHM BHECEHI B TEKCT MapKyBaHHS
ynakoBLi Ha BTOPWHHIM ynakoBLj nikapcbkoro 3acoby y n.8
[aTa 3aKiH4eHHs TepMiHy NPUAATHOCTI.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHS
183, CENbTABIP kancynu Teepai no 30 Makneonc IHais Makneopc IHais BHECEHHS 3MiH JO peeCcTpaLiiHMX maTtepianis: 3a - UA/17704/01/01
mr, no 10 kancyn y dapmacbtoT dPapmacbloTukan 3MiHn | Tuny - 3miHn Wwopo peuenmom
6nicTepi; no 1 nKanc c Jlimiteq 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
6nicTepy B KapTOHHIl Timiteq (iHLWi 3MiHW). 3MiHM BHECEHI B TEKCT MapKyBaHHS
ynakoBLi Ha BTOPUHHII ynakoBLi nikapcbKoro 3acoby y n.8
[ata 3akiH4eHHs TepMiHy NpuaaTHOCTI.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpPAKEHHSA
184 CEPTO®EH TabneTkn, BKpUTI TOB YkpaiHa yorng TypeuunHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/17608/01/01
NniBKOBOKO «YOoPng MEONUNH 3MiHa 3asiBHMKa (BracHMKa peecTpauinHoro peuenmom nidnsieae
o60onoHkKoto, no 25 wr; MEOWNLNH» INAY CAH. BE noceigyeHHs) (3rigHo Hakaszy MOS3 Big
no 10 Tabnetok y TIOK. A.LL. 23.07.2015 Ne460). TepmiH BBEAEHHS 3MiH

6nictepi; no 1 abo 2
GnicTepn B KapTOHHIN
KopoOGLi

npoTArom 6 MicsLiB Micnsi 3aTBEPAYKEHHS; 3MiHN
| TMny - 3MiHK Wwopo 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn o
y3aranbHeHUX AaHnX Npo cuctemy
chbapmakoHarnsgy (BBeAeHHs y3ararnbHeHnx
[AaHux nNpo cuctemy cpapmakoHarnsgy, aMiHa
YMOBHOBaXeHOi 0cobw, BifnosiganeHoi 3a
3[iiCHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu
3 (hapMakoHarnagy 3asiBHVKa Ans 34iNCHEeHHS
dapmakoHarnsgy B YKpaiHi, SKLWwo BoHa
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[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

BigMiHHa Bif, YyNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pPO3MiLLeHHi MmacTep-daina cuctemm
dapmakoHarnsay) - 3MiHa ynoBHOBaXeHO|
ocobu 3asBHMKKa, BianoBigansHOI 3a
bapmakoHarnag. fitova pepakuis: Mescim
InbkGaxap OiHvens / Mrs. Mevsim llkbahar
Dincel. NponoHoBaHa pepakuis: Myano MNaxHHa
CraHicnasiBHa. 3MiHa KOHTAKTHUX JaHUX
ynoBHOBaXeHOi 0cobu 3asiBHUKA,
BignosiganeHoi 3a chapmakoHarnsg. 3miHa
Micus 34iMCHEHHS] OCHOBHOI AisiNbHOCTI 3
bapmakoHarnsgy. 3MiHa MiCcLLe3HaXOaXKEHHsI
macrtep-cpanna cuctemm dpapmakoHarnsagy

185,

CUHEKOA

cupon, 1,5 mr/mn; no
100 mn abo 200 mn y
bnakoHi 3 KPULLIKOKO Ta
MipHOIO CKISIHKOKO; MO
1 dprmakoHy y
KapTOHHIl kopobui

CK
KoHcblomep
Xenckep
CAPI

Lsenuapi
a

'CK KoHcblomep
Xenckep CAPJ

LLisenuapis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
YTOYHEHHSA1 peKflaMyBaHHsA B Haka3i MO3
Ykpainm Ne 428 Big 03.03.2023 B npoueci
BHECEHHSA 3MiH (3MiHu | Tuny - 3miHuK Wwopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BBepneHHs abo 3MiHM 00 y3aranbHEeHUX gaHnx
npo cuctemy cdapmakoHarnagy (BBegeHHs
y3aranbHEHUX AaHnX Npo cucTemy
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBiganbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKLwo BoHa
BiMiHHa Bif, YNOBHOBaXeHOiI ocobu,
BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
pO3MiLLieHHI MacTep-danna cuctemm
dapmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHMKa, BignoBiganeHoi 3a hapMakoHarnsag.
Litova pegakuisi: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pepakuis: John Poustie. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asBHUKa, BiAMNOBIAaNbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHOI 0CObM 3asiBHUKA,
BiAgnoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
[itoua pegakuisi: JlanumHcbka IHHa IropiBHa.
MponoHoBaHa pepakuis: Kupunisa NanvHa
[eopriiBHa. 3MiHa KOHTAKTHUX JAHUX KOHTaKTHOI
ocobu 3asBHKKA, BignoBigansHoi 3a
hapmakoHarnsig B YkpaiHi. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
cbapmakoHarnsgy Ta noro Homepa. 3miHa micus
30iICHEeHHS OCHOBHOI AisiNbHOCTI 3
apmakoHarnsiay). Pegakuisi B Hakasi - He

6e3
peuenma

nidnsieae

UA/5260/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep

peecmpayiliHo2o
noceid4yeHHs1

nignsrae. BipHa pepakuis - "nignarae".

186.

CONIQArorPE
H

Kpanni opanbHi, no 20
mn, abo no 50 mn, abo
no 100 mn y chnakoHi 3
KpanenbHuueto; no 1
cnakoHy B kopobui 3
KapTOHY

AnbneH
dapma
mbX

Himeuumn
a

Op. lNyctas
KnsiH M'mbX &
Ko. KI

Himevuunna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHa 3asiBHuKa J13 (MIBIT) (BnacHuka
peecTpaLinHOro NocBiAYeHHs) (3rigHO Hakasy
MOS Big 23.07.2015 Ne 460): 3miHn BHeceHi B
TEKCT MapKyBaHHS YNaKoBKW NikapcbKoro 3acoby
OO0 3asiBHMKA (BNAcHWKa PeecTpanHoro
noceigyeHHs). 3miHn | Tuny - 3MiHKn Woao
6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHuX
npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHVX AaHnX Npo CUcTeMy
capmakoHarnsigy, 3MiHa ynoBHoBa)keHoi ocobu,
BiANOBigaNbHOI 3a 3AiINCHEHHS
thapMakoHarnagy; KoHTakTHoi ocobu 3
thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXeHOi 0coby 3asBHMKa,
BiAMNOBiganNbHOI 3a 34INCHEHHS
dapmakoHarnagy. 3miHa KOHTaKTHOT 0ocobu
3asBHUKA, BiANOBIAanbHOI 3a hapmakoHarnsag B
YkpaiHi. [itova pegakuis: BonteHko AHTOH
[eoprinosuy. NponoHoBaHa peakuis: byask
Onekcanpgpa CepriiBHa. 3MiHa KOHTAKTHUX
[OaHNX KOHTaKTHOI 0cobU 3asiBHMKA,
BiAgnoBigansHoi 3a dhapmakoHarnag B YKpaiHi.
3MmiHa Micus 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa micLue3Haxo4KeHHs
mMacTep-caina cuctemy hapmakoHarnsgy ta
I0ro Homepa.

be3
peuenma

UA/13795/01/01

187,

COMATYJIH
AYTOXEIb
120 MI

PO34MH AN iH eKuin
NPOSIOHIOBaHOTO
BUBINbHEHHs, 120 mr
/wnpwy, no 1
nonepeaHLo
HanoBHEHOMY LUMpULY
Onsi ogHopa3oBoro
BUKOPUCTaHHS
MmicTkicTio 0,5 mn 3
aBTOMaTUYHO
3aXUCHOI CUCTEMOIO,
1 ronkoto (1,2x20 mm)
B 3aXMCHOMY KOBMauky
y GaraToLiapoBomy

INCEH
SAPMA

®paHuia

INCEH ®APMA
BIOTEK

DpaHuis

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHu | TUnYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHnX
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 34iINCHEHHS
apmakoHarnsay; KOHTakTHoOi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, SKLWwo BoHa
BijMiHHA Bif, YNOBHOBaXXeHOI 0cobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKMKOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y

3a
peuernmom

UA/13432/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
NaKkeTUKy B KAPTOHHIN pPO3MiLLEeHHi MmacTep-daina cuctemm
KopobLi hapmakoHarnsay) 3miHa KoHTakTHOi ocobum
3asiBHUKA, BignosiganbHoi 3a dhapMakoHarnsag B
YkpaiHi.
[itoya pepakuisi: Fony6Hnunii OnekcaHap
CepririoBuy. MponoHoBaHa pepakLis:
MpokoneHko IpnHa MukonaisHa. 3miHa
KOHTaKTHMX OAHMX KOHTaKTHOI 0CoOK 3asiBHMKA,
BignosiganeHoi 3a chapMakoHarnsg B YKpaiHi
188./ COMATYIIH PO34MH Ans iH eKLin INMCEH ®paHuia IMCEH ®APMA PdpaHuis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/13432/01/02
AYTOXEIb NPOSIOHrOBaHOro DAPMA BIOTEK 3MiHun | Tvny - 3MiHmn Wwoao peuenmom
60 MI" BUBINbHEHHS, 60 mMr 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
/wnpwy, no 1 BBeneHHs abo 3MiHM [0 y3aranbHeHVX AaHnX
nornepegHbLo npo cuctemy dapmakoHarnagy (BBe4eHHs
HanoBHEHOMY LUNpULY y3aranbHeHVX AaHnX Npo cucTemy
05 0QHOPa30Boro capmakoHarnsigy, 3MiHa ynoBHoBa)keHoi ocobu,
BUKOPUCTaHHSA BiANOBigANbHOI 3a 3AiNCHEHHS
micTkicTio 0,5 mn 3 thapMakoHarnagy; KoHTakTHoi ocobu 3
aBTOMaTUYHO hapmakoHarnsigy 3asiBHUKa Ans 34ilCHEHHS
3aXMCHOI0 CUCTEMOIO, dapmakoHarnsgy B YKpaiHi, AKWwo BOHa
1 ronkoto (1,2x20 Mm) BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
B 3aXMCHOMY KOBMauky BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
y baraTtowiaposomy (BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
NakeTUKy B KAPTOHHIN PO3MiLLEeHHI MacTep-danna cuctemm
KopobLUi tapmakoHarnagy) 3miHa KOHTakTHOi ocobu
3asBHUKA, BiAMNOBIAanbHOI 3a hapmakoHarnsag B
YkpaiHi.
[itoya pepakuis: MNonybHnunint OnekcaHap
CepririoBud. MponoHoBaHa pefakuis:
MpokoneHko IpuHa MukonaisHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobM 3asiBHWMKA,
BignoBiganbHoi 3a dhapMakoHarnsg B YkpaiHi
189./ COMATYIIH PO34MH ANS iH'eKLin INMCEH ®paHuis IMCEH ®APMA PpaHuis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/13432/01/03
AYTOXENb NPOJIOHIOBaHOrO OAPMA BIOTEK 3MiHu | TUnYy - 3miHun Wwopo peuenmom
90 MI BMBiNbHEHHS, 90 Mr 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay.
/wnpwuy; no 1 BBeneHHs abo 3MiHM [0 y3aranbHeHWX AaHuX
nonepeaHL0 npo cuctemy apmakoHarnsgy (BBegeHHs

HarnoBHEHOMY LUMPULLY
Ans 04HOPa30BOro
BMKOPUCTaHHSA
micTkicTio 0,5 mn 3
aBTOMaTU4HOIO
3aXMCHOI0 CUCTEMO!IO,
1 ronkoto (1,2x20 mm)
B 3aXMCHOMY KOBMAaYKy
y 6araToLuiapoBomy
NakeTWKy B KAPTOHHIW
KopooLi

y3aranbHEeHUX AaHux Npo cuctemy
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
hapmakoHarnsay; KOHTakTHoOi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BiMiHHa Bif, YNOBHOBaXeHOI ocobu,
BignoBiganbHOI 3a 34iMCHEHHs hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-cbanna cuctemm
hapmakoHarnsigy) 3miHa KOHTakTHOI ocobu
3asiBHMKA, BignosiganbHoi 3a dpapMakoHarnsag B
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
YkpaiHi.
[itoya pepakuisi: Fony6Huunii Onekcanap
CepririoBuy. NMponoHoBaHa pepakLis:
MpokoneHko IpnHa MukonaisHa. 3miHa
KOHTaKTHMX OAHMX KOHTaKTHOI 0coOK 3asiBHYMKA,
BignosiganeHoi 3a chapMakoHarnsg B YkpaiHi
190 CNIONTO® PO34MH AN iHransauin BepiHrep HimeyumH BMPOOHMLITBO, Himeuunna BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a - UA/15523/01/01
PECMIMAT® no 2,5 MKr/2,5 mkr; no IHrenbxanm a nakyBaHHs, 3miHn | Trny - 3miHK 3 aKocTi. [oToBUIA peuenmom
4 Mn y kapTpumxi (60 IHTEepHewHn MapKyBaHHS, nikapcbkuii 3aci6. KoHTpornb 4oNOMiKHUX
iHransuin); no 1 mM6X KOHTPOSb SIKOCTi peyoBMH. 3MiHa napameTpiB cneumdikaLin
KapTpUIKy B Ta BUNYCK cepin Ta/abo fonycTUMUX MeX Ans AONOMKHOT
KOMMAEKTi 3 1 nikapcbKkoro pevoBUHM (BUNYyYEHHS 3i cnieumdikaLii
iHransitopom 3acoby: He3Ha4HOro nokasHuka (Hanpuknag 3acTapinoro
Pecnimat® y Bepinrep nokasHukay))
KapTOHHiI kopobui IHrenbxanm BunyyeHHs TecTy «Baxki metann» i3
dapma 'M6X i cneumaikauii JONOMPKHOT pe4OBUHN FOTOBOrO
Ko. KT, nikapcbkoro 3acoby 1M consiHa kucnorta.
Himeyunna Takox BHECEHO pefakuinHi NpaBku 3a
KOHTPOMb SIKOCTi NMOKa3HUKOM «3anuLLKOBi PO34YMHHUKMY» B
3a MOKa3HNKOM cneumdikauito 4OMOMIKHOI pe4oBuHu 1M
"Mikpo6ionoriyH consiHa K1cnoTa - aganTalisi nocunaHHs Ha €.
a yucroTa™
CI'C Inctutyt
dpeseHiyc
mb6X,
HimeyunHa
KOHTPOMb SIKOCTI
3a NOKa3HUKOM
"MikpobionoriuH
a yucroTa™
Nabop NNIC CE &
Ko.KT,
HimeyuunHa
KOHTPOMb SIKOCTI
3a
BUKMIOYEHHSIM
nokasHuka
"MikpobionoriyH
avacrtoTa™
Kyaccap Mmb6x,
HimeyunHa
191, CTPENCHIC® | nbogsHuku, no 12 PekkiTT Benuka PekkiTT Benuka BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: be3 - UA/7436/01/01
3 NbOASHUKIB y BriicTepi; BeHkizep BpuTaHis BeHkizep BpuTaHis 3MiHu | TUnYy - 3miHKn Wwopo peuenma
BITAMIHOM no 2 6nictepu B Xernckep Xerckep 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy.
c3l KapTOHHiIl kopobui IHTepHeLwHn IHTepHeLwwHN BBeneHHs abo 3MiHU [0 y3aranbHEeHWX AaHuX
CMAKOM Timiteq TimiTen npo cuctemy dapmakoHarnsay (BBegeHHs
AMNENbCUHA y3aranbHeHUX AaHuX Npo cuctemy

dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanbHOI 3a 3AINCHEHHS
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1

hapMakoHarnagy; KoHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHsI
dapmakoHarnagy B YkpaiHi, AKLo BoHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHK y
pPO3MiLLeHHi MmacTep-daina cuctemm
hapmakoHarnsigy) 3miHa yrnoBHOBaXeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
Litoua pegakuis: Op. XensmyT Meik BexpeHc /
Dr. Helmut Meik Behrens. NponoHosaHa
peaakuisi: Ap. Ynbpike Pomep / Dr. Ulrike
Roemer.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOI 0cobu
3asiBHMKaA, BigNOBIiAanbHOI 3a dhapMakoHarnsag,.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsg B

YKpaiHi.
192 CTPENCHIC® | nboasHuku; no 12 PekkiTT Benuka PekkiTT Benuka BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: be3 - UA/6479/01/01
OPUIHAIBbH | nboasHwukis y 6nictepi, BeHkizep BputaHis BeHkisep Bputanis 3MiHn | TUny - 3miHn Wwopo peuenma
1] no 2 6nictepu B Xenckep Xenckep Ge3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
KapTOHHil kopobui IHTEepHeLwHn IHTEepHeLwwHN BBepneHHs abo 3MiHM 00 y3aranbHEeHUX gaHnx
Timiteq Nimiten npo cuctemy dapmakoHarnagy (BBe4eHHs

y3aranibHeHUX AaHUX Npo cuctTemy
capmakoHarnsgy, 3miHa ynoBHoBa)KeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-chaina cuctemu
hapmakoHarnsigy) 3miHa ynoBHoBaxeHoi ocobu
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsag.
Litoya pepakuis: Op. XenbmyT Meik BexpeHc /
Dr. Helmut Meik Behrens. NponoHoBaHa
pepakuisa: Ap. Ynbpike Pomep / Dr. Ulrike
Roemer.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobtu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsaj B

YKpaiHi.
193, CTPENCHIC® | nboasiHuku, no 8 PekkiTT Benuka PekkiTT Benuka BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: be3 - UA/3915/01/01
nnoc NbOASHUKIB y BriicTepi; BeHkizep BpuTaHis BeHkizep BpuTaHis 3MiHu | Tuny - 3miHn Wwopo peuenma
no 2 6nictepu B Xenckep Xenckep 6e3nekn/edheKTMBHOCTI Ta dbapmakoHarnsay.
KapTOHHiI kopobuyi IHTepHeLwHn IHTepHeLwwHN BBeneHHs abo 3MiHM [0 y3aranbHeHWX AaHuX

JlimiTeq JlimiTeg npo cuctemy dapmakoHarnsgy (BBegeHHs
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Homep

Ne Haszea
n/ | nikapcbKo20

®Popma sunycky
(nikapcbka ¢gpopma,

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

peecmpayiliHo2o
noceid4yeHHs1

n 3acoby

ynakoeka)

y3aranbHeHVX AaHnX Npo cucTemy
apmMakoHarnsagy, amiHa ynoBHOBaxeHoi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
thapmMakoHarnagy; KoHTakTHoi ocobu 3
dapmakoHarnagy 3asiBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YkpaiHi, AKLo BoHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pPO3MiLLeHHi MacTep-daina cuctemm
dapmakoHarnsay) - 3MiHa ynoBHOBaXEHOT
ocobu 3asBHKKa, BianoBiganbHOI 3a
capmakoHarnsag. Litoya pegakuis:
Op. XenbmyT Meik BexpeHc / Dr. Helmut Meik
Behrens. NponoHoBaHa peaakuia: [Op. Ynbpike
Powmep / Dr. Ulrike Roemer. 3miHa KOHTaKTHMX
[aHUX YNOBHOBaXEHOT 0CO0M 3asiBHUMKA,
BignosiganeHoi 3a chapmakoHarnsg. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobM 3asiBHWMKa,
BignoBiganbHoi 3a dhapMakoHarnsig B YkpaiHi

UA/18261/01/01

194, CYNb®AHIN
AMIO

Kpuctanu abo
NOPOLLIOK
(cybeTaHuis); y
nakeTax noAsivHUX 3
nniBkn
nonieTuneHoBoi Ans
dapmaLeBTUHHOIO
3acTocyBaHHSA

ToBapucTeo
3
obmexeHow
Bignosiganb
HicTio "®K
AJlbAHC
reyn"

YkpaiHa

BYIAH
®APMACHIOTIK
AJIC (CYWKOY)

KO., NTA.

Kutan

BHECEHHS 3MiH 40 peecTpaLiiHnX
MaTepianis:3miHn | Tuny - AgMiHicTpaTuBHiI
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
MicUsi NpoBaMKEHHS AisiNbHOCTi BUPOGHWMKa
(BKNtoYaouu, 3a HeobxigHoOCTI, Micue
NPOBELEHHS KOHTPOIO SKOCTi), abo BNacHuka
macTtep-darina Ha ADI, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoAyKTy, L0 3aCTOCOBYIOTLCS Y BUPOOHULITBI
A®I (sKWO 3a3Ha4YeHO y AOChE Ha NikapCbKui
3acib) 3a BigcyTHOCTI cepTudikaTa BiaNoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbe, abo BUpobHUKa HOBOI JOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HaYeHO Y AOChE)
BunyyeHHsa HagnuwkoBoi iHbopMmaLii 3 HasBu
BMPOOHWKa, 3 METOI NPUBEAEHHS Ha3BN
BUpoGHMKa ADI 10 Ha3Bw, L0 3a3Ha4YeHa B Oro
apMiHIiCTpaTMBHMX AOKyMeHTax. Agpeca
3anuwaeTbes 6e3 3miH. [itova pepakuis: BYTAH
PAPMACBIOTIKAIC (CYYWXKOY) KO., NTA.,
Kutan EKCKNIO3MBHO AJ1A Bopnaeang
TpewauHr Mpron OO, EctoHis WUGAN
PHARMACEUTICAL (SUZHOU) CO., LTD.,
China EXCLUSIVELY FOR Worldwide Trading
Grupp OU, Estonia NponoHoBaHa peakuis:
BYIAH ®APMACBIOTIKANC (CYYXOY) KO.,
NTA., Kntan WUGAN PHARMACEUTICAL
(SUZHOU) CO,, LTD., China

3a

UA/13056/01/01

nakcoCwmit

Benuka

"nakcoCmiTKns

Benbris

BHECEHHS 3MiH 40 peecTpauinHMx maTepianis:

195, TBIHPUKC™

cycneHsisa ans
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BAKLIMHA iH'ekuin; no 1 gosi (1 KnsiH BputaHis | nH bionogxikana 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT peuenmom
onsd Mn/gosy) y Ekcnopt C.A. BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
MPO®IIAKT nonepegHL0 Nimiteq €Bponeickkin thapmakonei/MoHorpadii.
UKH HanoBHEHOMY LUMPULL MogaHHA HoBoro abo oHoBneHoro cepTudikara
FENATUTIB A | Ne 1y komnnekTi 3 BianosigHocTi abo BMNyYeHHsi cepTudikata
(IHAKTUBOB | rorkoto 3 BignoBigHOCTI €BponeWchkin hapmakonei: ons
AHA) I B MapKyBaHHSAM A®I; gnsa BuxigHoro
(AOCOPBOB | ykpaiHCbKOIO MOBOIO matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
AHA) abo 3i CTMKepoMm BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
YKpaiHCbKOIO MOBOHO [onomixHoi peyoBuHu (FE-cepTudikaT
Bi4NOBIgHOCTI €Bponewnchbkin hapmakonei Ans
Adl/BuxigHoro matepiany/peareHTy/npomMixXHOro
npoaykTy abo 4ONOMiPKHOI peHOBUHM) -
OHoBneHnn cepTudikar Bif BXe 3aTBEPA>KEHOrO
BUpPOGHMKa - OHOBMEHHNA cepTudikaty
BignosigHocTi €Bponericbkoi ®apmakonei Wwono
rybyaToi eHuedanonarii Ha dpeTanbHy Gnyady
cupoaTky (FBS) 3 R1-CEP 2000-211 Rev02 Ha
R1-CEP 2000-211 Rev03 y 38’s13Ky 3i 3MiHOtO
Ha3Bu noctavansHuka 3 GE Healthcare LTD Ha
Cytiva, HoBa 3enaHpgis 6e3 3amiHn agpecu
nocTayanbHuKa.
196/ TEPBIHOPM Crpen HaLKipHUA, yopna pysis YOPNA TypeuunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/18389/01/01
po34mH, 10 mr/r; no 20 MEOVLUNH MEOMUNH 3Mminn | TMny - 3MiHK 3 aKkocTi. [oToBUIA peuenma
Mn y pnakoHi 3 7O INAY CAH. BE nikapcbkuii 3aci6. KoHTponb rotoBoro
po3nunioBavem Ta TIDK. A.LL. nikapcbkoro 3acoby. 3miHa y meTtogax
3aXMCHUM KOBMAaYKoM, BUNpoOyBaHHS rOTOBOrO NikapCbkoro 3acoby
no 1 conakoHy B (He3HayHa 3MiHa y 3aTBepOKEHNX MeTodax
KapTOHHIN kopobLyi BMNPOOyBaHHSA) He3Ha4yHa 3MiHa B MeTOofi
koHTponto M3 «EtaHon 96%» (GC,
Ph.Eur.2.2.28), a came yTOYHEHHS LWod0
nokasHuka npuaaTHOCTI XxpomaTorpadivHoi
cucTemn — koediuieHTa acumeTpii
(3aTBEpOKEHO: MiH. 2,0; 3aNpONOHOBAHO: MaKC.
2,0) a TakoX pefakuiiHa npaBka B Ha3Bi
nokasHuka «KinbkicHe BU3HaYEHHS».
197.| TET 36.6® 3 NopOoLLOK Ans MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes nionsizae UA/17419/01/01
APOMATOM oparnbHOro Po34nHy, aKujioHepHe aKuioHepHe 3Minn | TUny - 3miHu Wwopo peuenma
AKALIT no 13,1 ry cawe- TOBapuCTBO TOBapUCTBO 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
nakeTi, no 5 a6o 10 "Nekxim- "Nekxim-Xapkis" 3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
calle-nakeTiB y navuji XapkiB" 3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans

ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBIMOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbKoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCHIOKEHb, NPOBEAEHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX AoChigXeHb
(PIP) (3MiHY y3rogXXeHo 3 KOMNETEHTHUM
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n/

JliKapcbK020
3acoby

(nikapcbka ¢gpopma,
ynakoeka)

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

peecmpayiliHo2o

Homep

noceid4yeHHs1

198.

TET 36.6® 3

NOPOLLOK Ans

MpuBaTHe

YkpaiHa

MNpuBaTHe

YNOBHOBaXXEHVM OpraHom)
3MiHn BHeceHo A0 [HCTpyKLii Ang MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby 4o po3gainis:

iHWi BMAau B3aemogint", "OcobnusocTi
3acTocyBaHHA" Woa0 6e3nekn 3acTocyBaHHsA
Lir0Y0i pevyoBMHK NapaleTaMon BignoBiaHO A0
pekomeHgauin PRAC.

"B3aemogisi 3 iHWnMK nikapcbknumMmn 3acobamu Ta

199.

APOMATOM
JIMMOHY

TET 36.6®

oparbHOro Po3ynHy,
no 13,1 ry cawe-
nakeTi; no 5 a6o 10
calle-nakeTiB y navui

NOPOLLOK Ansa

akuioHepHe

TOBapucTBO
"Nekxim-
Xapkis"

aKuioHepHe
TOBapUCTBO
"INekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii aAns
MEANYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiNOBIQHO A0 NNaHy negiaTpyuyHMX AOChioXeHb
(PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHn BHeceHo A0 [HCTpyKLii Ans MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby 4o po3ainis:
"B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi BMAwn B3aemogin”, "OcobnmeocTi
3acTocyBaHHs" Wwoao 6e3neku 3acToCcyBaHHS
[itoY0i pevyoBrHKM NapaleTaMon BianoBigHO A0
pekomeHgauin PRAC.

be3
peuenma

nidnsieae

UA/17816/01/01

MAKCI 3
APOMATOM
JIMMOHY

0parnbHOro Po3yuHy,
no 23 r y cawe-nakeri,
no 5 a6o 10 cawe-
nakeTiB y nadui

MpusaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapUCTBO

"NekxiMm-Xapkis"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
ME[MNYHOro 3aCTOCYBaHHS Ha NiAcTaBi
perynspHO OHOBIOBAHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
OLiHKM 3BITY 3 JOCNIAXEHb, NPOBEAESHUX
Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX AOCHioKeHb

(PIP) (3MiHy y3rog»XeHo 3 KOMNETEHTHUM
YNOBHOBA)X€HUM OpraHoM)
3MiHM BHeceHo [0 IHCTpyKLUii Ans meguyHoro
3acTocyBaHHs nikapcbkoro 3acoby 4o po3ainis:
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi BMAwn B3aemogain”, "OcobnmeocTi
3acTocyBaHHA" LWoA0 6e3nekn 3acTocyBaHHS

[it0Y0i pevyoBrHM NapaueTaMon BignoBigHo A0

be3
peuenma

nidnsieae

UA/17386/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep

peecmpayiliHo2o

noceid4yeHHs1

pekomeHgauin PRAC.

200.

TET 36.6®
MAKCI 3
APOMATOM
MAJTUHU

NMopOoLLOK AN
oparnbHOro Po34nHy,
no 23 r y cawue-nakeri;
no 5 a6o 10 cawe-
nakeTiB y nayui

MpuBaTtHe
akuioHepHe
TOBapucTBO

"TNekxim-
Xapkis"

Ykpaina

MpusatHe
aKuioHepHe
TOBapUCTBO

"[ekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy.
3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans
MeOM4YHOro 3acToCyBaHHS Ha NiacTaBsi
perynsipHO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3miHy y3rogXeHo 3 KOMNETEHTHUM
YNOBHOBa)KeHUM opraHom) 3MiHVM BHECEHO [0
IHCTPYKUIT ANA MeQUYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby Ao posginis: "Baaemogis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi Buan
B3aemogin", "OcobnuneocTi 3acTocyBaHHA" LWOA0
6e3nekn 3aCTOCyBaHHS Ail040i PEYOBUHM
napaueTamon BignoBigHO A0 pekoMeHaaLin
PRAC

be3
peuenma

nidnsieae

UA/17861/01/01

201.

TET 36.60
PAMIA 3
APOMATOM
AKALIT

NOPOLLIOK ANis
oparnbHOro Po3ynHy,
no 23 r B calle-nakeTi,
no 5 a6o 10 cawe-
nakeTiB y nayui

MpuBaTHe
aKkuioHepHe
TOBapucCTBO

"Nekxim-
Xapkis"

Ykpaina

MpuBatHe
aKuioHepHe
TOBapUCTBO

"Nekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
ME[MNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS NikapcbKoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OLiHKM 3BITY 3 JOCIAKEHb, NPOBEAESHNX
BiANOBIAHO A0 NnaHy nejiaTpuyHMX AochigkeHb
(PIP) (3miHYy y3rogXeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHu BHeceHO A0 [HCTpyKLii Ans megnyHoro
3acTocyBaHHS NnikapcbKoro 3acoby 4o po3gainis:
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWIi BMAW B3aemogin", "OcobnmeocTi
3acTocyBaHHA" Woao0 6e3nekn 3acTocyBaHHs
[itoY0i pevyoBMHKM NapaleTaMmon BianoBigHO A0
pekomMeHgauii PRAC.

bes3
peuenma

nidnsieae

UA/17387/01/01

202,

TET 36.6®
PANIA 3
APOMATOM
JIMMOHY

NMOPOLLOK Ans
0parnbHOro po3yunHy,
no 23 r y cawe-nakeri;
no 5 a6o 10 cawwe-
nakeTiB y nayui

MpuBaTHe
akuioHepHe
TOBapuCTBO

"Nekxim-
Xapkis"

YkpaiHa

MpuBaTtHe
akuioHepHe
TOBap1CTBO

"ekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | TUny - 3miHu Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS1 Ta iHCTPYKLUIi Ans
ME[MYHOro 3aCTOCYBaHHS Ha MiacTaBi

be3
peuyenma

nionsieae

UA/17420/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6eanekm
3aCcTOCyBaHHsI NikapcbKoro 3acoby B
nicnapeecTpauinHui nepiod, abo sk pesynbtaTt
OLLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX
BiAMNOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3MiHy y3romkeHo 3 KOMNEeTEHTHUM
YNOBHOBaXeHUM opraHom) 3MiH1 BHECEHO A0
IHCTPYKUIT ANS MEeAMYHOro 3acTOCyBaHHs
nikapcbkoro 3acoby o po3sginie: "B3aemogisi 3
iHLWKXMKM nikapcbkuMK 3acobamu Ta iHWi BUuam
B3aemogin", "OcobnuneocTi 3acTocyBaHHA" WOA0
6e3nekn 3aCToCyBaHHS 4il040i pe4oBUHN
napaueTtamon BignoBigHO A0 pekoMeHAaaLin
PRAC
203.| TETPAKCUM CycneHsist A4ns iH'ekuin CaHodi ®paHuin MOBHUIA LMKN ®paHuis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/13069/01/01
®ITETRAXIM no 0,5 mn (1 gosa); no Mactep BMPOGHMLTBA, YropwuHa 3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBUN peuernmom
BAKLUUHA 1 nonepeaHbLO KOHTPOIb SKOCTI, nikapcbkuii 3aci6. KoHTpornb AoNOMiKHUX
onsa 3anoBHEHOMY LINpULY BTOPUHHE peyoBMH. 3MiHa napameTpiB cneumdikaLin
MPO®INAKT no 0,5 mn (1 posa) 3 nakyBaHHs, Ta/abo fonyCTUMUX MEX ANA AOMOMIKHOI
UKHn NPUKPINMEHO rONKo BUMYCK Cepii: pevoBUHY (iHWi 3MiHK) - BBeaeHHs goaaTkoBux
OUDTEPI, (abo 2-ma okpeMumu CaHodpi MNacrep, KPUTEPIIB NPUAHATHOCTI, @ caMme BU3HaYEeHHS
NPABLA, rofnikamuy), Lo MiCTUTb ®paHuis; 3aranbHOro aepobHoro MikpobHoro yncna
KALUJTIOKY cycneHsito ans BTOPUHHE (TAMC) i TecTy Ha BMICT GakTepianbHMX
(AUENONAP iH €KL, B KAPTOHHIN nakyBaHH4, €HAOTOKCUHIB A0 cneumdikauin JONOMiKHUX
HUN Kopobui 3 BUWMYCK Cepil: PEYOBVH, SKi BUKOPUCTOBYOTLCH Y BUPOOHULTBI
KOMMNOHEHT | mapkyBaHHsIM CaHodi-ABeHTIiC roTOBOrO fikapcbKkoro 3acoby, BianosigHo Ao
)TA yKpaiHCbKoto abo Mpamsit Ko. BuMor Ph. Eur. MoHorpadist 2034 «CybcTaHuii
noniomieni aHrnincekoto, abo Ira., Ans dapmMaueBTUYHOrO 3aCTOCYBaHHS»
TY iHLUMMM iIHO3EMHMU Mnatdopma
AIICOPBOBA | moBamy; NOricTuKM Ta
HA, no 1 nonepeaHeo ancTpubyuii y m.
IHAKTUBOBA | 3anoBHeHOMY LUNpuULYy BynanewT,
HA, PIOKA no 0,5 mn (1 goza) 3 YropuuHa

NPUKPIMIEHO0 rorkoto
(abo 2-ma okpemumun
rornkamu), Lwo MicTUTb
CyCNeH3ito Anst iH'ekuin
B KapTOHHIl kopobui, B
SAKIN MiCTUTBCA
CTaHOapTHO-
eKcrnopTHa ynakoBka
Ta iIHCTpYyKUia Ans
Meau4Horo
3aCTOCYBaHHS 3
MapKyBaHHsIM
YKpaiHCbKOo abo
aHrnincekoto, abo
iHLUMMM iHO3EMHUMM
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MoBamu
204 TETPACNAH PO34UnH ANS iHDY3iN; B. BpayH HimeyumH MoHwni uukn LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/9875/01/02
6% no 500 mny Menb3yHreH a BMpobHuuTBa: b. 3MiHun | Tuny - 3MiHKM Wwopo peuenmom
KOHTenHepi; no 10 Al BpayH Megukan 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
KOHTEWHepiB y CA (iHWi 3MiHK) 3MiHN BHECEHI B TEKCT MapKyBaHHS
KapTOHHiI kopobL; no BTOPUHHOI YNaKOBKK fikapcbkoro 3acoby y n.8.
250 mn, 500 mn 'y OATA 3AKIHYEHHA TEPMIHY NMPUAOATHOCTI.
MiLLKy; no 20 MiLKiB y TepmiH BBEAEHHS 3MiH NpoTArom 6 micauis nicns
KapTOHHI Kopobui 3aTBEPAXKEHHS
205 TIOKTOH PO34MH ANS iH'eKLN, TOB Ykpaina K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/17881/01/01
600 mr/24 mn; no 24 "®OPC- KOMTITAHI 3MmiHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
MA 'y donakoHi, no 5 DSAPMA C.P.1., PymyHis nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
PrIakoHiB Yy KApTOHHIN ONCTPUB (BUpOBHMLTBO abo BBeAEeHHs 40OaTKOBOI AiNbHULI
nayui HOLWH" Ta nepBuHHe BUPOBHMLTBA ANs YacTuHM abo BCbOro
nakyBaHHsi BMPOGHMYOro NpoLEecy roToBOro NikapCcbKoro
nikapcbKkoro 3aco0y (iHLi 3MiHW)
3acoby; 3a3HavYeHHsi BUPOOHUKA, BiANOBIiAANbHOro 3a
BTOPUHHE BUPOBHMLTBO Ta nepBuHHe nakyBaHHs M3 K.T.
nakyBaHHs, POM®APM KOMIMAHI C.P.J1., PymyHisa (Byn.
KOHTPOIb Opymyn Fepin OtoneHb Ne 52, M. OToneHs,
KiHLEeBOro 075100, okpyr Indos, PymyHist), a Takox
NPOAyKTYy Ta YTOYHEHHS BUPOGHNYMX DYHKLiIN BUPOBHUKIB
BUNYCK Cepil) m3
206, TPABOHEKC Kpanni O4Hi, PO34uH, Hekctdpapm | Pecny6nik PA®APM CA Ipeuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/17649/01/01
T 40 mkr/mn, no 2,5 mny m6X a AscTpis 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peuenmom

nakoHi-kpanenbHuLj;
no 1 dnakoHy-
KpanenbHuui y
KapTOHHiI kopobui

HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpaLinHOro NocBig4eHHs) -
3miHa agpecu 3asiBHUKa (BNacHuKa
peecTpaLiiHOro NOCBiAYEHHS) y 3B'A3KY 3i
3MiHOI Micus po3TallyBaHHs odicy. BBeaeHHs
3MiHM NPOTArom 6-Tu MicauiB nicns
3aTBepOKeHHS; 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay.
BBeneHHs abo 3miHM 00 y3aranbHEHUX aHUX
npo cuctemy apmakoHarnsgy (BBegeHHs
y3aranbHEeHUX AaHnx Npo cuctemy
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
hapmakoHarnsay; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BiMiHHa Bif, YNOBHOBaXeHOI ocobu,
BignoBigansHoI 3a 30iCHEHHSA hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-channa cuctemm
dapmakoHarnagy) - 3miHa KOHTaKTHOI 0cobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsaj B
YKpaiHi.
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n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
[itoya pepakuis: Wuronesa MapiaHHa
BiktopieHa. MponoHosaHa pegakuis: LLynbL
Onbra CepriiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHUKA, BiANOBIAANbHOI 3a hapmakoHarnsg B
YkpaiHi
207 TPUMCNA TabneTku, BKPUTI Makneonc IHgis Makneogc IHais BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/8739/01/01
200 NniBKOBOO dapmacbiot dapmacbloTukan 3MiHn | TUny - 3miHn wopo peuenmom
o6onoHkoto, no 200 mKarnc c Jlimiten 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
Mr, N0 6 TabneTok y Nimiteq (iHWi 3MiHK) 3MiHN BHECEHI Y TEKCT MapKyBaHHS
cTpuni, no 1 abo no 5 nepBuHHOI (M.4) Ta BTOPUHHOI (M. 8) ynakoBku
CTPUNIB Y KAPTOHHIN nikapcbkoro 3acoby LoAo 3a3HavYeHHs aatu
ynakosui; no 15 3aKiHYeHHS TePMiHY NPUAATHOCTI NiKapCbKOro
TabneTok y cTpuni; no 3acoby. BeegeHHs 3MiH npoTsirom 6-Tu micsuis
1 abo no 2 ctpunun y nicnsa saTtBepaAXeHHsA
KapTOHHI ynakoBL,i
208 YPEOTOMN® mMa3b 12 % no 50 raéo | TOB «MIBE Ykpaina Mibe MmM6X Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/11751/01/01
no 100 r y Ty6i; no 1 YKPAIHA» ApuHanmiTTenb 3Mminn | TMny - 3MiHK 3 aKkocTi. [oToBUIA peuenma

Ty6i B KQPTOHHIN
KopobLi

nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagi (AONOMIKHUX peYOBMHAX) rOTOBOrO
nikapcbKkoro 3acoby (iHLi 4ONOMiKHI pe4yoBUHN) -
Byapb-sika He3Ha4Ha 3MiHa KinbKiCHOro cknagy
OOMOMIKHVX PEYOBUH Y FOTOBOMY iKapCbKOMY
3acobi - BHeceHHs1 amiH go p.3.2.P.1 Onuc i
cknag J13, a came- 3a3HaveHHs cTabinizaTopa
all-rac-a-tocopherol, skuii micTUTbCS Y
OOMOMDKHIN peYOBUHI, LLIO BUKOPUCTOBYETLCS
BMPOBHMKOM nikapcbkoro 3acoby paraffin, white
soft. All-rac-a-tocopherol Bxoguno go cknagy
OOMOMDKHOI PeYOBUHM, LLLO BUKOPUCTOBYBAroCs
paHiwe, ane paHiwe He 6yB 3a3Ha4YeHUN Hi B
[0CbeE, Hi B iHopMmaLii npo npoaykT. BHeceHHs
pepakuinHux 3miH go p.3.2.P.1 Onuc i cknag N3.
3MiHM BHECEHO B iHCTPYKLUilO AN MEAUYHOro
3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ain
"Cknag" (BONOMiXHi pe4oBMHM), Ta SK HAcNiAoK -
y BiAnoBigHi po3ainu "lMNpoTunokasaHHsa" Ta
"OcobnusocTi 3acTocyBaHHA" . BignoBsiaHi 3amiHu
BHECEHO Y TeKCT MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBegeHHst 3MiH NpOTArom
6-Tv MicaLiB micnsa 3aTBepMXeHHs. 3MiHu | Tuny -
3MmiHu 3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa y cknagi (AonomixkHUX
pPEeYOBUHAX) rOTOBOrO NiKapCbKoro 3acoby (iHLui
[OOMNOMiXHi peqoBuHN) - Byab-sika He3Ha4yHa
3MiHa KinbKicCHOro cknagy SOMOMDKHUX PEYOBUH
y FOTOBOMY fikapcbkoMy 3acobi - BHeceHHs 3miH
po p.3.2.P.1 Onuc i cknapg 13, a came-
3a3HayeHHs ctabinizaTopa all-rac-a-tocopherol,
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

SAKUA MICTUTBCA Y AOMOMIKHIN peYOoBUHI, LLO
BUKOPUCTOBYETLCS BUPOOHUKOM fikapCbKoro
3acoby Vitamin-A-palmitate concentrate (oily
form). All-rac-a-tocopherol Bxoguno go cknagy
AOMOMDKHOT PEYOBMHM, LLIO BUKOPUCTOBYBAanNocs
paHiwe, ane paHiwe He O6yB 3a3Ha4YeHW Hi B
[0CbeE, Hi B iHdhopMauii npo npoaykT. BHeceHHs
peaakuinHmx 3miH go p.3.2.P.1 Onuc i cknag J13.
3MiHV BHECEHO B iHCTPYKLit0 A4Ns MeANYHOro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"Cknag" (BonomixkHi pe4oBuHM), Ta K Hacnigok -
y BignosigHi po3ginu "MpoTtunokasaHHa" Ta
"OcobnuBocTi 3acTocyBaHHs". BignosigHi 3amiHn
BHECEHO Y TEKCT MapKyBaHHS yNaKoBKN
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom
6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHn | Tuny -
3MmiHu 3 gkocTi. FoToBUI Nnikapcbkui 3acié. Onnc
Ta cknag. 3MiHa y cknagi (4onomikKHMX
pevoBMHAX) roTOBOro NiKapcbkoro 3acoby (iHLui
[OMNOMiXHI pevoBuHN) - Byap-sika He3HayHa
3MiHa KiNbKiCHOro cknagy AONOMKHUX pe4oBUH
y FOTOBOMY ikapcbkoMy 3acobi - BHeceHHs1 3miH
no p.3.2.P.1 Onuc i cknapg J13, a came-
3a3HauveHHsi cTabinizatopa peanut oil, skui
MICTUTBCS Y LOMOMDKHI PEYOBWHI, LLO
BVKOPVCTOBYETLCH BUPOBHMKOM fliKapCbKoro
3acoby Vitamin-A-palmitate concentrate (oily
form). Peanut oil Bxoauno go cknagy
[OMOMDKHOI PEYOBUHM, LLIO BUKOPUCTOBYBArOCs
paHile, ane paHiwle He 6yB 3a3Ha4YeHUI Hi B
Oocbe, Hi B iHbopmaLii npo npogykT. 3MiHn
BHECEHO B iHCTPYKLiO ANns MegnyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"Cknag" (BONOMiXHi pe4oBMHM), Ta SK HAcNigoK -
y BignoBigHi po3ainu "MpoTunokasaHHsa" Ta
"OcobnusocTi 3acTocyBaHHSA" . BignosiaHi 3amiHu
BHECEHO Y TEKCT MapKyBaHHS1 yNakoBKU
nikapcbkoro 3acoby. BBeaeHHst 3MiH MpoTArom
6-TW MicAUIB nicnsa 3aTBEpAXKEHHS.

209,

YPCOCAH®

kancynu no 250 mr, no
10 kancyn y 6nictepi;
no 1 abo 5, abo 10
GnicTepiB y KApTOHHIW
KopobLi

NPO.ME[L.L,
C MNpara a.c.

Yecbka
Pecny6bnik
a

BCi cTaail
BUPOOHMUTBA,
KOHTPOMb SIKOCTI
Ta BMNYyCK cepii:
MPO.MEL.LIC
Mpara a.c.,
Yecbka
Pecnybnika
nepBuHHE i
BTOPUHHE

Yecbka
Pecny6nika/
CrnioBaubka
Pecnybnika

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu | TMny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3amiHa
abo BBeAeHHA [0AaTKOBOI AiNbHUL
BMPOBHMLUTBA ANs YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBoro NikapcbKoro
3acoly (AinbHULA AN BTOPUHHOIO NaKyBaHHS)
pofaBaHHa CaHeka ®apmMacbioTukans a.c.,
CnoBaubka Pecny6nika B sikocTi BUpobHuka
BiANOBIganbHOro 3a BTOPMHHE NakyBaHHs J13.

3a
peuernmom

UA/3636/01/01




124

[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nakyBaHHS: 3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
CBYC dapma nikapcbkuin 3aci6. 3MiHM y BUpOOHMUTBI. 3amiHa
a.c., Yecbka abo BBeAeHHS 40AaTKOBOI AiNbHULI
Pecny6nika BUPOBHMLUTBA ANs YacTuHM abo BCbOro
nepBuHHE i BUPOGHMYOro NpOLLECY FOTOBOTO NiKapCbKOro
BTOPUHHE 3acoby ([inbHMLA ANS NEPBUHHOIO NaKyBaHHS)
nakyBaHHs: popasaHHs CaHeka PapmacbioTukans a.c.,
KOO®PAPMA CrnoBaubka Pecny6bnika B SKOCTi BUpOGHMKa
C.p.0., Yecbka BignoBigansHOro 3a nepBMHHE nakyBaHHsA J13.
Pecny6nika 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
KOHTPOIb AKOCTI: nikapcbkuin 3aci6. 3MiHM y BUpOOHMUTBI. 3amiHa
AJNC Yecbka abo BBeAeHHS 404aTKOBOI AiNbHULI
Pecny6nika, BUPOBHMLUTBA ANs YacTuHM abo BCbOro
C.p.0., Yecbka BUPOBHMYOro NpoLiecy rotToBOro nikapcbkoro
Pecny6nika 3acoby (AinbHMUSA, Ha sKii npoBoaaTbLCsA Byab-
nepBUHHE Ta SIKi BUPOOHWYI cTagii, 3a BUHSITKOM BUMYCKY
BTOPVHHE Cepir, KOHTPOIO SKOCTi, MEPBMHHOIO Ta
nakyBaHHs1, BTOPWHHOIO MaKyBaHHS, As1 HECTEPUITbHUX
BUPOBHMUTBO "in nikapcbkux 3acobis) BBeAeHHs OAaTKOBOI
bulk", kOHTpOnb [inbHUU BiaNoBiAanbHOI 3a BUpOOHULTBO "in
cepii: bulk" - CaHeka ®apmacbkioTvkans a.c.,
CaHeka CnoBaubka Pecny6nika. 3miHu | Tuny - 3MiHu 3
dapmacbioTukan sKocTi. [oToBMI Nikapcbkuii 3aci6. 3mMiHn y
3a.c., BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CnoBaubka CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTI
Pecnybnika roTOBOro nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHSA AiNbHULI, Ha AKiA 30iACHI0ETLCS
KOHTponb/BUNpobyBaHHs cepii) JoaaBaHHs
CaHeka ®apmacbloTukans a.c., Cnoeaubka
Pecnybnika B sikocTi BUpoGHMKa
BigMNoBiganbHoro 3a koHTponb cepii J13.
210 ®APUHIOCE | nboasiHMKM NpecoBaHi CaH IHAisA Tepania AT PymyHis BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: bes nionszae UA/6511/01/01
nT no 10 mr, no 10 dapmacbloT 3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
NbOASHUKIB y BriicTepi, ukan HaliMeHyBaHHs Ta/abo agpecu micus
no 2 6nicrepn y IHAacTpi3 NpOBaAXeHHS AiANbHOCTI BUpOGHMKa/imnopTepa
KapTOHHiI kopobui Nimiteq roTOBOrO fikapcbKoro 3acoby, BKIo4aoum
OinbHWL BUNYycKy cepii abo micle npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNoOpTep, BKIOYaKYX BUMYCK CEpiit)
MpuBeaeHHs Ha3Bu BUPOGHKKa, Y BiANOBIAHICTb
[0 Ha3BM KOMNaHii, 3apeecTpoBaHii B kpaiHi
noxogxenHs (MigTeepaxeHHs iHpopmalii npo
KOMMaHito).

211 ®APUHIOCE | nboasiHUku NpecoBaHi, CaH IHais Tepania AT PymyHis BHECEHHS 3MiH O peeCcTpaLiiHMX maTepianis: bes nionsieae UA/17752/01/01
nT 3l no 10 mr; no 10 dapmacbloT 3MmiHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
CMAKOM NbOASHUKIB y BriicTepi; ukan HaliMeHyBaHHs Ta/abo agpecu micus
KOPULUI no 2 6nictepn y IHpacTpi3 NPOBaXeHHs OisnbHOCTI BUpobHUKa/imMnopTepa

KapTOHHiI kopobuyi Nimiten

rOTOBOrO fikapcbKoro 3acoby, BKIoYaum
JinbHWLI BUNycKy cepii abo micle npoBeaeHHs
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KOHTPOSIO SKOCTI. (QisNbHICTL, 3a AKy Bignosigae
BMPOBHWK/IMNOpTep, BKMHOYaOYM BUMYCK CEpilt)
MpuBeaeHHs Ha3BM BUPOGHWMKA, Y BigNoOBIgHICTb
[0 Ha3BW KOMMaHii, 3apeecTpoBaHiil B KpaiHi
noxogxeHHs (MigTeepaxeHHs iHpopmalii npo
KOMMaHito).
212 ®APUHIOCE | nboasHuKM npecoBaHi CaH IHAisA Tepania AT PymyHis BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: bes nidnszae UA/0019/01/01
nT 3l no 10 mr, no 10 dapmacbiot 3MmiHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenma
CMAKOM NbOAsHUKIB y GricTepi, nKan HaviMeHyBaHHs1 Ta/abo agpecu Micus
JIMMOHA no 2 6nictepn y IHpacTpi3 NpoBaXeHHs OisnbHOCTI BUpobHUKa/imnopTepa
KapTOHHiI kopobui Timiteq roTOBOrO fiKapCbKOro 3acoby, BKtoyao4m
OinbHMUI BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QisNbHICTb, 3a Ky Bionosigoae
BMPOGHMK/iMNOpTEp, BKITOYAKYX BUMYCK CEPilt)
MpuBeaeHHs Ha3BM BUPOGHWKa, Y BigNoBIgHICTb
[0 Ha3BW KOMMaHii, 3apeecTpoBaHin B KpaiHi
noxogxeHHs (MigTBepaxeHHs iHpopmalii npo
KOMMaHito).
213 ®APUHIOCE | nbopsiHMKu npecoBaHi, CaH IHAisA Tepania AT PymyHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/17721/01/01
nT 3l no 10 mr, no 10 dapmacbioT 3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenma
CMAKOM NboAsHUKIB y GricTepi, nKan HaiMeHyBaHHs1 Ta/abo agpecu Micus
M'ATU no 2 6nictepn y IHpacTpi3 NPOBaMXeHHS AisnbHOCTI BUpobHMKa/imnopTepa
KapTOHHIN kopobLi Timiteq rOTOBOrO flikapCbKoro 3acoby, BKIoYaym
OinbHMUI BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTep, BKITOYaKYX BUMYCK CEpiit)
MpuBeaeHHs Ha3Bu BUPOGHKKA, Y BiONOBIAHICTb
[0 Ha3BM KOMNaHii, 3apeecTpoBaHil B kpaiHi
noxogxeHHs (MigTBepaxeHHs iHpopmalii npo
KOMMaHito).
214 ®APUHIOCE | nbopsiHMKu NpecoBaHi, CaH IHAisA Tepania AT PymyHis BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: bes nidnszae UA/17771/01/01
nT 3l no 10 mr; no 10 dapmacbioT 3miHu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
CMAKOM NbOASHUKIB y BriicTepi; vkan HaliMeHyBaHHs Ta/abo agpecu micus
POMY no 2 6nicrepu y IHpacTpi3 NPOBaMXeHHs AisnbHOCTI BUpobHUKa/imMnopTepa
KapTOHHIN kopobLyi Timiteq rOTOBOrO fikapCbKoro 3acoby, BKIoYaym
OinbHWL BUNycKy cepii abo micLe npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTep, BKIOYaKYX BUMYCK CEpiit)
MpuBeaeHHs Ha3Bu BUPOGHKKA, Y BiONOBIAHICTb
[0 Ha3BU KOMNaHii, 3apeecTpoBaHii B kpaiHi
noxogxeHHs (MigTBepaeHHs iHpopmalii npo
KOMMaHito).
215 ®APUCIN Tabnetku ans CninbHe YkpaiHa CaHeka CnoBaubka BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: be3 - UA/12843/01/01
PO3CMOKTYBaHHS 3i YKpaiHCbKO- dapmacktoTikan Pecny6nika/ 3MmiHu | Tuny - 3miHm 3 sikocTi. CepTudikaT peuenma
CMaKoM anesnbCuHy, icnaHcbke 3a.c., IcnaHis BignosigHocTi/lE-cepTudikat BignosigHoCTi
no 10 Tabnetok y nignpuemcTs CnoBaubka €Bponewicbkin dapmakonei/MmoHorpadii.
GnicTepi; no 2 o "CMNEPKO Pecny6bnika; MonaHHsa HoBoro abo oHOBrEHOTo cepTudikaTa
Gnictepu B navui 3 YKPAIHA" JIABOPATOPIO BignoBigHOCTi abo BUny4eHHs cepTudikata
KapTOHY C AJIKANNA BiANoBigHOCTI €Bponenchkii papmakonei: Ans




126

[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
OAPMA, C.N1., A®I; onsa BuxiaHoro
Icnanis matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peYoBUHM (CepTudikaT
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBReHui ceptudikat Big, y>xe 3aTBepAXeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BignosigHocTi €Bponencokin dapmakonei Ne RO-
CEP 2018-081 - Rev 01 (3aTBepaxeHo: RO-CEP
2018-081 - Rev 00) ans A®I xnoprekcnanny
avrigpoxnopuay Bia Aito4oro BUpobHuUka
Medichem, S.A., IcnaHis.
216, ®APUCIN TabneTkn ans CninbHe YkpaiHa CaHeka CnoBaubka BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: be3 - UA/12844/01/01
PO3CMOKTYBaHHS 3i YKPaiHCbKO- dapmacbioTikan Pecny6nika/ 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenma
CMakoM NnmoHy no 10 icnaHcbke 3a.c., IcnaHis BignosigHocTi/E-cepTudikaT BignoBigHoCTI
TabneTtok y 6Gnictepi; nignpvemMcTse CnoBaubka €Bponeiickkin hapmakonei/MoHorpadii.
no 2 6nictepu B nayui o "CMNEPKO Pecny6bnika; [MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTa
3 KapTOHY YKPATHA" JIABOPATOPIO BignoBigHocTi abo BUNyYeHHs cepTudikata
C ANKANA BignoBigHOCTI €BponeWicbkin thapmakonei: ans
DAPMA, C.J1., A®I; onsa BuxigHOro
Icnanis maTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIXKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y)xe 3aTBEpAXEHOro
BUPOBHMKa - NOAAHHSI OHOBMNEHOrO cepTudikaTa
BignoBigHocTi €Bponeicekini papmakonei Ne RO-
CEP 2018-081 - Rev 01 (3aTBepaxeHo: RO-CEP
2018-081 - Rev 00) ana A®I xnoprekcuauHy
avrigpoxnopuay Big Aitovoro BUpobHuka
Medichem, S.A., IcnaHis.
217 ®EBYMAKC TabneTkn, BKpUTI Makneoac IHAisA Makneoac IHAis BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3a - UA/19034/01/01
nniskoBoto obonoHko | PapmackioT dapmacbioTmkan 3MiHu | Tuny - 3miHn Wwopo peuenmom
no 80 wr, no 14 nKanc c Ilimiteq 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
Tabnetok y 6nictepi; Timiteq (iHLWi 3MiHW). 3MiHM BHECEHI B TEKCT MapKyBaHHS
no 2 6nictepu B Ha BTOPUHHII ynakoBLi nikapcbKkoro 3acoby y n.
KapTOHHIN ynakoBLj 8 [laTa 3akiH4eHHS TepMiHy NpuaaTHOCTI.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
218, ®EBYMAKC TabneTtkn, BKpUTI Makneonc IHais Makneoac IHAis BHECEHHS 3MiH O peeCcTpaLiiHMX maTepianis: 3a - UA/19034/01/02
nniBkoBot obonoHkow | PapmackioT dPapmacbloTukan 3MiHn | Tuny - 3miHn Wwopo peuenmom
no 120 wr, no 14 nkanc c Jlimiteq 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
Tabnetok y 6nictepi; Tlimiteq (iHLWi 3MiHW). 3MiHM BHECEHI B TEKCT MapKyBaHHS
no 2 6nictepu B Ha BTOPUHHII ynakoBLi nikapcbKoro 3acoby y n.
KapTOHHIN ynakoBLj 8 [laTa 3akiH4eHHS TepMiHy NpuaaTHOCTI.
BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPOKEHHS.
219 ®ENOOUN Tabnetku 3 TOB «TeBa YkpaiHa BUPOGHULTBO HimevuunHa/ BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a - UA/4378/01/01
MoAM@ikoBaHUM YKpaiHa» Hepo3dacoBaHo Yecbka 3miHu | Tvny - 3miHu 3 skocTi. [oToBUIA peuyenmom




127 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUBINbHEHHAM Mo 2,5 i npoaykuii: Pecnybnika nikapcbkuii 3aci6. 3MiHK y BUPOBHULTBI. 3MiHK
mr, no 10 TabneTok y Knoke ®apwma- BMNpobyBaHb abo JOMyCTUMUX MEX,
6nictepi; no 3 abo no Cepsic 'm6X, BCTaHOBIEHMX Y cneuudikauisx, nig yac
10 6nicTepiB y Kopobui HimeyunHa BMPOBGHMLTBA FOTOBOIO NiKapCbKoro 3acody
nepBuHHA Ta (BMNYYEHHSI HECYTTEBOTO BUNPOBYBaHHS B
BTOPWHHA npoueci BUpoBHMLTBA) BHECEHHS 3MiH A0 p.
ynakoBkKa, 3.2.P.3.3 Onuc BupoGHMYOro npouecy Ta
KOHTpOIb cepii: KOHTporto npouecy (Step 8), a came BuUny4eHHS
Mepkne 'm6X, KOHTPOSMO HE3HAYHMX MOKAa3HMKIB B NPOLIECI
HimevuunHa BMpOOHMUTBA, a came napameTpis Apparent
[03BiN Ha volume (Ph. Eur. 2.9.15): Poured volume,
BUNYCK cepii: Tapped volume
Mepkne 'm6X,
Himeuunna
KOHTPOIb cepil
Ta [QO3Bin Ha
BMNYCK cepii:
Tesa Yex
IHgacTpis c.p.o.,
Yecbka
Pecny6nika
220, ®ENOAuN TabneTtku 3 TOB «TeBa YkpaiHa BUPOBHMLTBO HimeuuunHa/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/4378/01/02
MoaMdikoBaHNM YkpaiHa» Hepo3dacosaHo Yecbka 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuernmom
BUBINbHEHHAM Mo 5 i npoaykuii: Pecnybnika nikapcbkuii 3aci6. 3MiHK y BUPOGHULTBI. 3MiHK
mr, no 10 TabneTok y Knoke ®apma- BUNpobyBaHb abo 4ONyCTUMUX MEX,
6nictepi; mo 3 abo no Cepsic 'mM6X, BCTaHOBIIEHUX Y crnieumdikauisx, nig vyac
10 GnicTepiB y Kopobui HimeyuunHa BMPOGHMLTBA rOTOBOrO Nikapcbkoro 3acoby
nepBuHHa Ta (BMNYyYeHHS HeCyTTEBOrO BUNPOOYBaHHS B
BTOPUHHA npoteci BUPOGHMLITBa) BHECEHHS 3MiH A0 p.
ynakoBka, 3.2.P.3.3 Onuc BupobHuyoro npotecy Ta
KOHTpOrb cepil: KOHTporto npouecy (Step 8), a came BUny4eHHs
Mepkne 'mb6X, KOHTPOMIO HE3HAYHUX NMOKa3HMKIB B MPOLECI
HimeyuunHa BMPOGHMLTBA, a came napameTpis Apparent
003Bin Ha volume (Ph. Eur. 2.9.15): Poured volume,
BUNYCK cepii: Tapped volume
Mepkne 'm6X,
HimeyuunHa
KOHTpOb cepii
Ta [403Bin Ha
BUMYCK cepii:
TeBa Yex
IHaacTpi3 c.p.o.,
Yecbka
Pecnybnika
221 ®ENOOQUN Tabnetku 3 TOB «TeBa YkpaiHa BUPOGHULITBO HimevuunHa/ BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a - UA/4378/01/03
MoaudpikoBaHUM YkpaiHa» Hepo3dacoBaHo Yecbka 3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA peuenmom
BVBiNbHEHHAM no 10 T npoaykuji: Pecnybnika nikapcbkuii 3aci6. 3mMiHM y BUPOOHULTBI. 3MiHM
Mr, no 10 TabneTtok y Knoke ®apma- BUnNpobyBaHb abo AONYyCTUMUX MEX,
GnicTepi; no 3 abo no Cepsic 'mM6X, BCTaHOBIEHUX Y crnieundikauisix, nig Yac




128 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
10 GnicTepiB y Kopobui HimeyunHa BMPOGHMLUTBA FOTOBOIO NiKapcbKoro 3acody
nepBUHHA Ta (BUNYYEHHS1 HECYTTEBOIO BUNPODYBaHHS B
BTOPWHHA npoteci BUpO6GHMLTBA) BHECEHHS 3MiH A0 p.
ynakoBkKa, 3.2.P.3.3 Onuc Bupo6GHMYOro npouecy Ta
KOHTpOIb cepii: KOHTporto npouecy (Step 8), a came BuUny4eHHS
Mepkne 'm6X, KOHTPOSMO HE3HAYHMX MOKA3HMKIB B NPOLIECI
HimevuunHa BMpOOHMUTBA, a came napameTpis Apparent
[03BiN Ha volume (Ph. Eur. 2.9.15): Poured volume,
BMNYCK cepii: Tapped volume
Mepkne 'm6X,
HimeuyunHa
KOHTPOIb cepil
Ta [QO3Bin Ha
BMNYCK cepii:
Tesa Yex
IHgacTpis c.p.o.,
Yecbka
Pecny6nika
222.| ®EPBEKC NOPOLLIOK Anis YIMNCA CAC ®paHuin YIMNCA CAC dpaHuis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 nidnsieae UA/5441/01/01
ana oparnbHOro PO34nHy; 3MiHn | TUny: 3MiHn 3 akocTi. [oToBMI peuenma
OOPOCINX no 8 cawe 3 nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
BE3 LYKPY NOPOLLIKOM Y

KapTOHHIN kopobLi

cknagi (BonoMiXkHMX peyoBnHax) roTOBOro
nikapcbkoro 3acoby (cmakosi fobaBku abo
6apBHUKK) - [logaBaHHs, BUNy4YeHHs1 abo 3aMiHa
3MiHa JONOMIXXHOT pe4yoBUHU, a came
apomaTtun3aTopy aHTUIbCbKOro Ha apomMaTtu3aTop
numMoHHWI y cknaai M3. JoaaTtkoBo, peakLuinHi
3miHn B n.3.2.P.1.0nuc i cknapg I3,
n.3.2.P.3.2.Cknapg Ha cepito, n.3.2.P.3.3.0nuc
BMPOGHMYOro npouecy. 3MiH1 BHECEHO A0
IHCTpYKUIT ANS MEANYHOro 3acTOCYBaHHSA
nikapcbkoro 3acoby Ao posainis "Cknag", sik
Hacnigok, Ao posginy "OcobnueocTi
3acTocyBaHHA", LWOAO 3MiHW JOMOMIKHOT
peYoBUHYM B cKnagi nikapcbkoro 3acoby.
BignoBiaHi 3MiHK TakoX BHECEHi A0 TEKCTY
MapKyBaHHS1 YMaKoBKM MikapCbKoro 3acoby.
3MiHu | TMny: 3MiHn 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [ONyCTUMUX MEX rOTOBOro
nikapcbkoro 3acoby (iHwi 3miHK) 3MiHa
OOMyCTUMMUX MeX cnewmdikauii 3a NoKasHUKOM
«OpraHonenTUYHI XapakTepUCTUKNY,
06yMOBREeHi 3MiHOI B Cknafi 4ONOMiKHOI
peyoBMHN. 3MiHM BHECEHO A0 IHCTPYKUii Ans

MeQN4YHOro 3aCToCcyBaHHA J'IiKapCbKOFO 3aco6y

0o po3sginy "Mikapcbka chopma. OCcHOBHI giznko-




129

[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1

XiMiYHi BNacTMBOCTI" WOAO 3MiHM onucy
MOPOLLIKY fikapcbkoro 3acoby. 3miHu | Tuny:
3MiHM 3 AkocTi. FoTOBMIA Nikapcbkuii 3aci6.

KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeXX rOTOBOIO NikapCbkoro 3acoby (iHLwi 3miHM)
3MiHa gonycTnMmx mex crneumdikadii gns
napameTpy «5% po3unH (Maca/ob’em),
obyMoBrieHa 3MiHOK B cknagi A40NOMiXKHOT
peyoBuHN. 3MiHKM | TUNY: 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaui Ta/abo JoNyCcTUMMX MEX FOTOBOro
niKkapcbKoro 3acoby (AONOBHEHHs1 abo 3amiHa
NnokasHuka crneuudikauii 3a pesynstatamm
pocnigpkeHb 3 6e3nekn abo SKOCTi (3a BUHATKOM
nikapcbkunx 3acobiB 6ionoriYHOro/iMyHoOnoriYHoOro
noxomxeHHs)) [lonoBHeHHs1 cneuudikadii Ha
BUMYCK Ta TepMiH npuaaTtHocTi 113 nokasHukom

«TecT Ha YNCTOTY: MPOAYKTU po3nagy
deHipamiHy» (BEPX). 3miHa nos’sizaHa 3

nocuneHHaM koHTponto M3 y 38’a3ky 3

OHOBreHHAM cknagy M13.
3MiHu | TMny: 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHwi 3MiHn) 3miHa yacToTu
KOHTPOJO 32 MOKa3HUKOM « TeCT Ha YMCTOTY»
npwu Bunycky M3, i3 «Mpwn BUMNYycKy KOHTPOMb
TECTOBOro napameTpy NpoBOAUTLCS He
PYTUHHO» Ha «PyTnHHe BUNpobyBaHHS». 3MiHu |
Tuny: 3miHM 3 sikocTi. [oTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX roTOBOrO fikapcbkoro 3acoby (AOMOBHEHHS
crneundikaLii HOBUM NMOKa3HWKOM 3 BiAMOBIAHUM
meToAoM BUNpobyBaHHA) 3MiHa napameTpis
cneundikauii 113 3a nokasHnkom «TecT Ha
YMCTOTY: MPOAYKTU po3najy napaueTaMmony» Ha
BWMYCK Ta TEPMiH MPUAATHOCTI, @ came
BBE[IEHHSA HOBMX MapameTpiB crneumndikawii
(kOoXXHWIN HecneumdikoBaHUIA NPOAYKT po3nagy 3
HopmyBaHHsM £0,1% i cyma npoaykTiB po3nagy
3 HopMyBaHHAM <0,1%). 3miHu | TUNY: 3miHn 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneundikaii Ta/abo JonycTUMMX MEX rOTOBOro

nikapcbkoro 3acoby (3BY)XKEHHSI [OMYyCTUMMUX




[IponoBkeHHs 1oaarka 3

130
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MeX)
3ByxeHHsA Mex cneundikauii 113 3a

NOKa3HUKOM «TeCT Ha YMCTOTY: NPOAYKTN
po3nagy ackopbiHOBOI KUCNOTU» Ha TEPMIH
npugaTHocTi [T13, a came LWwaBneBoi KUCNoTH 3
<0,2% [0 <0,1%. 3miHn | TMny: 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo JoNyCcTUMMX MEX FrOTOBOro
nikapcbKkoro 3acoby (4onoBHeHHs cneumdikauii
HOBMM MOKa3HWKOM 3 BiAMNOBIAHMM METOAOM
BMNpoOyBaHHs) 3miHa napameTpiB cneuundikadii
113 3a noka3HMKoM «TecT Ha YMCTOTY: NPOAYKTMH
po3naay ackopbiHOBOI KUCIIOTMY HA BMMYCK Ta
TepMiH NpuaaTHOCTI, a came BBEAEHHSI HOBUX

napameTpie cneuundikauii (KOXHWUM
HecneundikoBaHW NPOAYKT po3nagy 3
HopMmyBaHHsIM £0,2% i cyma npoayKTiB po3nagy
3 HopMyBaHHsM <0,2%).

3MiHn | TUny: 3MmiHn 3 akocTi. [oToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MmiHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (BHECEHHS 3MiH Y 4OCbE Ans
NpUBEAEHHSA Y BIANOBIAHICTb 4O 3aranbHoi cTaTTi

2.9.40 «OgHOpIgHICTb 4O30BaHNX OOUHULbY»

[OdY/EBponelicbkoi hapmakonei 3amicTb
3aTBepKEHNX 3aranbHux ctaten 2.9.5
«OpHopigHicTb Macu» Ta/abo 2.9.6
«OpaHopigHicTb 03Ky )3MiHa napameTpis
cneuudikauii «OgHopigHICTE Macu»(

Ph.Eur.2.9.5.) Ta «OgHOpigHiCcTb BMICTY

deHipamiHy maneaTy»(Ph.Eur.2.9.6.) Ha
nokasHuk «OgHopIgHICTb 030BaHUX OOAUHULLY(
Ph.Eur.2.9.40) Ha Bunyck M13. MNapameTp
«OpHOopIgHICTb 4O30BaHUX OAMHULbL ANst
napaueTtamorny, ackopbiHOBOi KUCNOTH Ta
deHipamiHy maneaTy» 6yae KOHTponoBaTUCS

HoBuM meTopom BEPX. 3minm | Tvny: 3miHn 3

sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneumndikauii Ta/abo JoNyCTUMMX MEX FrOTOBOro
nikapcbkoro 3acoby (iHwi 3mMiHK) 3MiHa
napameTpa skocTi «CepeaHa Mmaca» Ha

napameTp «BTparta B Maci npu BUCYLLYBaHHi» y

cneuudikauii M3 Ha TepMiH npuaaTHOCTI 3

HopMyBaHHsAM <0,8% Ta BiANOBIAHNM METOA0M

KoHTponto. 3MiHu | Tuny: 3MiHK 3 SKOCTI.

"oToBWMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1

nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOBYBaHHSI rOTOBOTO Nikapcbkoro 3acoby
(iHWi 3miHM y MeTogax BMnNpobyBaHb
(BKrovatoum 3amiHy abo 4ONOBHEHHS)) 3MiHa
3aTBEPYKEHOrO METOAY BUNPOOYBaHHS 3a
nokasHnkom «KinbKicHe BU3HaAYeHHS Ta
iAeHTudiKaLisay (anbTepHaTUBHUIA MeTOA
BEPX)» Ha iHwwui meTtog BEPX 3 meToto
NnoKpaLleHHs cumeTpii niky deHipaminy. 3miHu |
TMny: 3MiHM 3 SKoCTi. FOTOBMI Nikapcbkuii 3acit.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSI rOTOBOIO NikapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX
mMeToAax BUNpobyBaHHSA) 3MiHU y
3aTBepAkeHoMy MeTogi BunpobysaHHs M3
«TecT Ha YACTOTY: MPOAYKTU po3nagy
napaueTamorny» - BU3Ha4eHHs BMIiCTy 4-
amiHodpeHony (BEPX), a came 3miHa Tuny C3,
[ofaBaHHsi 4OAATKOBOrO crnocoby npuroTyBaHHs
6ydepy, amiHa B po3paxyHKoBii hopmyni,
nepecopMyroBaHHSA ONUCY NPUroTyBaHHSA
po34mHiB. 3MiHu | TUNy: 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPoOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEepAKeHNX meTofax
BUNpobyBaHHs) BunyyeHHs metoay
BUNPOOYBaHHS KiNbKICHOTO BU3HAYEHHS Ailo4nx
peyoBuH «CTaHOapPTHUIA METOZ, KinbKicHOro
BM3HAYEHHsI NapaLeTaMony Ta ackop6iHOBOI
KUCIOTWU», OCKINbKN AaHui meTop binbLue He
BVIKOPVCTOBYETLCS. |HLLNIA MeTOA 3anuiuaeTbes
6e3 3miH. 3miHu | Tuny: 3miHu 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEHNX MeTodax
BUNpobyBaHHsA) BunyyeHHsa metoay
BUNPOOYBaHHS KiNbKICHOTO BU3HAYEHHS Ail04nx
peyoBuH «CTaHOapPTHUIA METOZ KilNlbKiCHOrO
BU3HaYeHHS peHipamiHy maneaTy», OCKinbKu
naHun metop Binblue He BUKOPUCTOBYETLCS.
IHLWIKI MeToA 3anuaeTbes 6e3 3MiH. 3MiHn |
Tuny: 3miHM 3 skocTi. [oToBMIA NikapcbKuii 3acio.
3MiHn y BUpo6HMLTBI. 3MiHK BUNpobyBaHb abo
OOMNYCTUMUX MEX, BCTAHOBINEHUX Y
crneundikalisx, nig yac BUpObHMLTBA rOTOBOTO
nikapcbkoro 3acoby (iHLwi 3MiHn) BunyyeHHs
MeToAy BUNpobyBaHHs y Npoueci BUpobHMLTBa
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PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

Ne
n/

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,

3aseHuUK

3asieHUKa

eUPOb6HUKa

(n.3.2.P.3.3.0n1c BnpobHMYOro npouecy Ta noro

3acoby

ynakoeka)

Csicc

IHAis

KOHTPOMI0) 3a nokasHnkom «BTpaTta B maci npu
BUMCYLLYBaHHI», LLIO BUKOHYETLCS Ha
ranoreHoBoMy aHanisaTopi Bonoru. IHwuin
3aTBepAKEHUI MeTo BUNPobyBaHHsA Ha
iH(bpa4yepBOHOMY aHanizaTopi Bororn
3anuwaeTben 6e3 3miH. 3MiHm | Tuny: 3miHn 3
sikocTi. FoToBUIA Nikapcbkuin 3aci6. Cuctema
KOHTeNHep/3akynoproBanbHuii 3aci6. 3miHa y
NEepPBUWHHIN yNakoBLj roTOBOro NikapCbKoro
3acoby (Tvn koHTenHepa abo foaaBaHHst HOBOTO
KOHTelHepa) - BunyyeHHsi NepBMHHOT YNaKoBKM,
LLIO HE NPX3BOANTL A0 MOBHOIO BUIyYEHHSI
nikapcbkoro 3acoby 3 NeBHO curoto Aii abo y
NeBHIN nikapcbkin opMi - BunyyeHHs ogHoro 3
[OBOX 3aTBEPAXXEHUX BUAIB NEPBUHHOMO
nakyBaHHS, OCKiNbKu BiH Ginblue He
BUKOPUCTOBYETLCA. 3MiHM | TUMy: 3MiHM 3 SKOCTI.
["oTOBMI Nikapcbknii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(iHWi 3miHM y MeTofax BunpobyBaHb
(Bkrtovatoumn 3amiHy abo AonoBHEHHs)) 3MiHa
3aTBEPKEHOro MeToay BMUNpobyBaHHSA «TecT
Ha YMCTOTY: MPOAYKTU po3nagy ackopbiHOBOI
kucnotuy (BEPX) Ha iHWni meTog
BunpobysaHHs (BEPX). MNponoHoBaHuii MeToq
[03BOMSIE OKPIM BU3HAYEHHS LLABNEBOI KNCNOTU
BUSIBUTU KOXXEH HecneundikoBaHU MPOAYKT
posnagy i cymy npoaykTiB po3nagy. 3miHu |
TMny: 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKiv
XapaKkTepuCTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUii Ans Meau4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OLiHKM 3BITY 3 JOCNIOXEHb, NPOBEAESHUX
Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX AOCHioKeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHUM opraHom) 3MiH1 BHECEHO A0
IHCTPYKUIT ANS MEeANYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby o posginie "Baaemogis 3
iHLWIMMKM nikapcbkUMK 3acobamu Ta iHLWi BUuam
B3aemogin", "OcobnmeocTi 3acTocyBaHHS"
BignoBigHo fo pekomeHaadii PRAC EMA.

3a

BHECEHHS 3MiH 40 peecTpauiHMX maTepianis:

UA/17125/01/02

AHaHTa

223, ®JIOPA3IA

NOPOLLIOK AMSi PO3YUHY

Benuka
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

ons iHekuinno 2, 1
dNaKkoH 3 MOPOLLKOM Y
KopobLi

Megikeap
Nra.

BpuTtaHia

MNepeHTepanc
Jita., IHais
AHaHTa
Megikeap
Nimitea, IHgis

3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaKeHHs OisnbHOCTI BUpobHUKa/imMnopTepa
roTOBOrO flikapcbKoro 3acoby, BKIoYaym
AinbHUL BUNYyCKy cepii abo micLe NnpoBeaAeHHs
KOHTPOSIO AKOCTI. (QisNbHICTL, 3a SKy Bignosigaae
BUPOGHMK/iIMNIOPTEP, BKIOYAOUM BUMYCK CEPIlt) -
MpuBeneHHs agpecn BupobHuka M3 AHaHTa
Megikeap JimiTeq, y BignoBigHiCTb 40
CepTucbikaTty BignoBigHOCTi yMOB BUPOGHMLTBA
113 Bumoram HBI, BuaaHoro Aepxnikcnyx6oto
YKkpaiHu, a came BUNpaBneHo aHNiNCbKnn
BapiaHT agpecu. BupobHuya ginbHuus Ta yci
BMPOGHMWYI onepalLlii 3anvLwaTbCa HE3MIHHUMKN

peuernmom

224,

DJIOPA3IA

NOPOLLIOK AN PO3YMHY
onainekyimno1r, 1
dNaKkoH 3 MOPOLLKOM Y
KopobLUi

AHaHTa
Megikeap
Nnra.

Benuka
BpuTtaHia

Csicc
MNepeHTepanc
Nita., IHais
AHaHTa
Megikeap
Nimiten, IHaisa

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NpoBamxeHHs AisnbHOCTI BUpobHUKa/iMnopTepa
rOTOBOrO flikapcbKoro 3acoby, BKIoYaum
OinbHWLi BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QisNbHICTL, 3a SKy Bignosigae
BUPOGHMK/iIMNIOPTEp, BKIOYAOUM BUMYCK CEPilt) -
MpuBeaeHHs agpecn BupobHuka 13 AHaHTa
Megikeap JNimiTeq, y BignoBigHicTb 40
CepTudcikaTty BignoBigHOCTi yMOB BUPOGHULTBA
13 Bumoram HBI, BuaaHoro [epxnikcnyxoboto
YkpaiHu, a came BUNpaBneHo aHNiNCbKun
BapiaHT agpecu. BupobHuya ainbHuus Ta yci
BMPOGHMWYI onepalLlii 3anvLalTbCa HE3MIHHUMKN

3a
peuernmom

UA/17125/01/01

225,

DJIIOKONA®

Tabnetku; no 4
TabneTku y cTpuni; no
1 cTpuny B
nanepoBOMy KOHBEPTI;
no 4 tabnetkn y
cTpuni, mo 3 cTpunn y
KapTOHHI kopobui; no
4 TabneTku y cTpuni;
no 1 ctpuny B
nanepoBOMy KOHBEPTI;
no 50 koHBepTIB y
KapTOHHiI kopobLyi

Habpoc
®dapwma lNBT.
Nnra.

IHaia

Habpoc ®apma
MeT. N1A.

IHAis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
ME[MNYHOro 3aCTOCYBaHHS Ha NiAcTaBi
perynspHO OHOBIOBAHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
OLiHKM 3BITY 3 JOCNIAXEHb, NPOBEAESHUX
Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX AOCHioKeHb
(PIP) (3MiHy y3rog»XeHo 3 KOMNETEHTHUM
YNOBHOBaXX€HUM OpraHoM) - 3MiHM BHECEHO [10
IHCTPYKUIT ANS MEeAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby fo posainis "Baaemogisi 3
iHLWIMMKM nikapcbkUMK 3acobamu Ta iHLWi BUuam
B3aemogin" Ta "OcobnmeocTi 3acTocyBaHHS"
BigNoBigHO Ao pekomeHaaLii PRAC

3a
peuenmom

He
nidnseae

UA/7204/01/01

226.

XABPUKC™

CyCneHsisa Ans iH'exuin

makcoCmit

Benuka

'makcoCmiTKns

Benbris

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

3a

UA/16497/01/02
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
1440 1440 O[] ELISA; no 1 KnsiH BputaHis | nH bionogxikana 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT peuenmom
BAKLUUHA mn (1 gosa gns Ekcnopt C.A. BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
anAa nopocnux) y dnakoHi; Nimiteq €Bponeickkin thapmakonei/MoHorpadii.
MPO®IIAKT no 1 donakoHy B MogaHHA HoBoro abo oHoBneHoro cepTudikara
UKH KapTOHHiII kopobui 3 BianosigHocTi abo BMNyYeHHsi cepTudikata
FEMATUTY A | MapKyBaHHAM BignoBigHOCTI €BponeWchkin hapmakonei: ans
YKpaiHCbKOI MOBOIO; A®Il; onsa BuxiaHoro
no 1 mn (1 gosa ans matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
nopocnux)) B BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
nonepegHL0 [onomixHoi peyoBuHu (FE-cepTudikaT
HanoBHEHOMY LUNPUL BiAMNOBIAHOCTI €Bponencekin dapmakonei Aons
Y KOMMEKTi 3 roskoto; Adl/BuxigHoro matepiany/peareHTy/npomMixXHOro
no 1 wnpwvuy B npoaykTy abo AONOMPKHOI peHOBUHM) -
KapTOHHI kopoOLi 3 OHoBReHWI cepTudikaT Bifg BXe 3aTBEpaKEHOro
MapKyBaHHsIM BUPOGHWMKa - OHOBMEHHSsI cepTudikaTy
YKpaiHCbKOK MOBOIO; BignosigHocTi €Bponericbkoi ®apmakonei Wwono
no 1 mn (1 gosa ans rybyaToi eHuedanonarii Ha dpeTanbHy Gnyady
[opocnux) y dnakoHi; cupoaTky (FBS) 3 R1-CEP 2000-211 Rev02 Ha
no 1 conakoHy B R1-CEP 2000-211 Rev03 y 38’s13Ky 3i 3MiHOO
KapTOHHIN kopobu,i 3 Ha3Bu noctavansHuka 3 GE Healthcare LTD Ha
MapKyBaHHSIM Cytiva, HoBa 3enaHpgis 6e3 3amiHn agpecu
iHO3eMHUMK MOBaMm nocTayarnbHuKa.
3i CTUKepom
YKpPaiHCbKOK MOBOIO;
no 1 mn (1 gosa ans
aopocnux) B
nonepeaHL0
HanoBHEHOMY LUNPUL
Y KOMMNMEKTi 3 ronKok;
no 1 wnpuuy B
KapTOHHIN kopobui 3
MapKyBaHHSIM
iHO3eMHUMK MOBaMKn
3i CTMKEepoMm
YKpaiHCbKOKO MOBOHO
227 XABPUKC™ CycneHsisa Ans iH’exkuin makcoCmit Benwuka 'makcoCmiTKns Benbris BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis: 3a - UA/16497/01/01
720 720 O ELISA; no 0,5 KnsinH BputaHis | H Bionogxikana 3MiHu | TUny - 3miHu 3 akocTi. CepTudikat peuenmom
BAKLUHA mn (1 gosa gns aiten) Ekcnopt C.A. BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
anAa y dnakoHi; no 1 Nimiteq €Bponevicbkinn apmakonei/MmoHorpadii.
MPO®INAKT rakoHy B KapTOHHIW MonaHHa HoBoro abo OHOBMEHOTO cepTudikaTa
UKH Kopobui 3 BignoBigHOCTI abo BUNy4YeHHs cepTudikata
FENATUTY A | mapkyBaHHsM BignoBigHoCTi EBponenchkii hapmakonei: ans

YKPaiHCbKOI MOBOIO;
no 0,5 mn (1 go3a gns
niTen) B nonepeaHbo
HanoBHEHOMY LUNpUL
Y KOMMMEKTi 3 ronKot;
no 1 wnpwuy B
KapTOHHIN kopobui 3

A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOGHMUTBI ADIl; ans
nonoMixHoi pevoBuHu (ME-ceptudikat
BiZNOBIgHOCTI €Bponewnchkin hapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo AONOMiXXHOI pe4oBUHM) -




135 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MapKyBaHHAM OHoBREeHWI cepTudikaT Bifg BXe 3aTBepaKEHOro
YKPaiHCbKOK MOBOIO; BMpOBHWKa - OHOBREHHS cepTudikaTty
no 0,5 mn (1 gosa gns BignosigHocTi €Bponericbkoi Papmakonei Wwoao
niten) y cdonakoHi; no 1 rybuyaToi eHuedanonaTii Ha dheTanbHy Guyady
rakoHy B KapTOHHiW cupoBaTky (FBS) 3 R1-CEP 2000-211 Rev02 Ha
Kopobui 3 R1-CEP 2000-211 Rev03 y 3B’s13Ky 3i 3MiHOt0O
MapKyBaHHAM Ha3Bu noctadanbHuka 3 GE Healthcare LTD Ha
iHO3eMHMMKU MOBaMu Cytiva, HoBa 3enaHgisi 6e3 3mMiHn agpecu
3i CTUKEpOM nocTayarnbHuKa.
YKpaiHCbKOI MOBOIO;
no 0,5 mn (1 go3a gns
nitei) B nonepeaHsL0
HanoBHEHOMY LUNPUL
Y KOMMNMEKTi 3 ronKoto;
no 1 wnpwvuy B
KapTOHHIl kopobui 3
MapKyBaHHSIM
iHO3eMHUMK MOBaMm
3i CTUKEpPOM
YKPaiHCbKOKO MOBOHO
228 XAIIOBAT kpem 0,05 %, no 30 ry "menmapk IHais "meHmapk IHais BHECEHHS 3MiH 4O peecTpauinHnMX maTtepianis: 3a He UA/13588/01/01
Ty6i; no 1 1y6i B dapmacbloT dapmackioTrkan 3MiHu | Tuny - 3MiHKM Wwopo peuenmom nidnsieae
KapTOHHIN kopobLi vkans JTa. 3 Jliviteq 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.

3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
ME[MNYHOro 3aCTOCYBaHHS Ha NiacTaBi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepioa, abo sik pesynbTaT
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHUX
BiZNOBIQHO [0 NNaHy nejiaTpuyHMX AOChioXKeHb
(PIP) (iHWi 3MiHK) 3MiHM BHECEHO B iHCTPYKLIitO
ONst MEAMYHOrO 3aCTOCYBaHHS NMikapcbKoro
3acoby no posainy "B3aemogis 3 iHWnMun
nikapcbkumm 3acobamu Ta iHWi BUAM B3aemogin"
BiMNOBIAHO 4O OHOBMEHOI iHbopMallii 3 6e3neku
3aCcTOCyBaHHS Ait040i PeHOBUHM MNiKapCbKOoro
3acoby. BBegeHHs 3MiH npoTsiroM 6-Tu MicsLiB
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS1 Ta iHCTpYKLUii Ans
MeOMYHOro 3aCTOCyBaHHSA Ha niacTasi
perynsipHo OHOBIMOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtaT
OLLiHKM 3BITY 3 gOCNiAKEHb, NPOBEAEHUX
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BiAMNOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3MiHYy y3rogXeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXeHVM opraHom) 3MiH1 BHECEHO B
iHCTPYKLUIil0 ANs MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby o posainis "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii”" BignosigHo 4o
OHOBIEHOI iHcbopmallii 3 6e3nekn 3acTocyBaHHS
Ail0Y0i pevoBMHM NikapCcbKoro 3acoby.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEpPOKEHHS.
229 XEBEPT® Tabnetku no 10 XesepT HimeyumH XesepT Himeuunna BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: bes - UA/13239/01/01
CUHYCITIC Tabnetok y 6nictepi; 4 | ApuHaimiTT a ApuHaimiTTenb 3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA peuenma
GricTepu B KApPTOHHIN enb MmM6X & 'mb6X & Ko. KI nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa opmm
KopobLi Ko. KI abo po3mipiB nikapcbKoi hopmu (Tabnetku 3

HeramHMM BUBINbHEHHAM, Kancynu, cyno3untopii
Ta necapii) — 3MiHa po3Mipy roToBoro
nikapcbkoro 3acoby, y 3B'A3Ky i3 onTumisauieto
BUPOGHMUTBA Ta BUKOPUCTAHHSI FOTOBOI CyMiLLi
OOMOMDKHUX PEYOBUH, L0 cKnadaeTbes i3 85%
nakTo3un moHorigpaTty Ta 15% KyKypyA3sitHoro
Kpoxmany - StarLac®, wo 36inbwuno macy
TabneTku, BignoBigHO PO3MipM roTOBOrO
nikapcbkoro 3acoby. [litova pefakuis: po3mipu
Tabnetku: Bucota: 3,5 — 3,9 mm; giameTp: 9,1 —
9,3 mm; cepeaHsa maca: 253,5 mr £5%.
lMponoHoBaHa pepakuisa: po3mipy TabneTku:
Bucorta: 4,2 — 4,6 mm; giameTp: 9,1 — 9,3 MM;
cepepHst maca: 315,0 mMr +5%. BeegeHHs 3miH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHULUTBI. 3MiHW y
npoLeci BUPOBGHMLITBa rOTOBOrO NiKapCbKOro
3acoby, BKMHOYA4YM NPOMIDKHUIA NPOAYKT, L0
3aCTOCOBYETLCSI NPY BUPOOHMLTBI FOTOBOTO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) - 3MiHN BHOCSITbCS [0 NpoLecy
BMpOGHMUTBa J13, 3anponoHoBaHO BUrOTOBMSATH
J13 MeToaoM NpsMOro NpecyBaHHs 3
BUKOPUCTAHHSAM CyMillli OMOMIXHUX pevOBUH
StarLac®, 3amicTb BONOroro rpaHynioBaHHs!
aKTUBHMX iHTPEAIEHTIB 3 KyKYPYA3AHUM
KpOXMarbHUM KNencTepoMm i eTaHonom 3
noganbLIMM BUCYLLYBaHHSIM i MPOCilOBaHHSIM.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEpOKEHHS. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
[oToBwMI Nikapcbkuin 3aci6. Onuc Ta cknag.
3MiHa y cknagi (BONOMiIXKHMX pevoBUHaXx)
roTOBOro MikapcbKoro 3acoby (iHLi AONOMiXHI
peyoBuHW) - Byab-sika He3Ha4YHa 3MiHa
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[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

KifIbKICHOrO CKnagy AOMOMIKHUX PEYOBUH Y
roTOBOMY flikapcbkoMy 3acobi - 3MiHWM BHOCATLCS
[0 cKrnagy roToBoro nikapcbkoro 3acoby, y
3B'A3KY i3 ONTUMI3aLieto BUpOOHMLTBA Ta
BVKOPWCTAHHS FOTOBOI CyMiLlli AOMOMKHNX
peyoBuH i3 85% nakTto3n moHorigpaTy Ta 15%
KyKypya3siHoro kpoxmanto - StarLac®. BeegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicnsi
3aTBepAKEHHS. 3MiHM | TUNy - 3MiHM 3 AKOCTI.
["oTOBMI Nikapcbkuii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo 4oNyCTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (iHwi 3MiHM) — NpUBeAEeHHS
BMMor cneundikadii 113 3a nokasHynkom
«MikpobionoriyHa unctoTtay y BignoBigHiCTb 40
Bumor €d 5.1.4, 2.6.12, 2.6.13. BBeaeHHs 3MiH
NpoTSArom 6-Tn MicsALIB NiCNs 3aTBEPAXKEHHS.

230,

XENNEKC®
AHTUKONAO

Tabnetkn, no 4
Tabnetkn y Gnictepi;
no 1 6nictepy B
KapTOHHIM nayui;

no 4 TabneTkn y
Gnictepi; no 1
GricTepy B KapTOHHiA
nayui; no 10 nayok y
rpynoBiit KapTOHHIN
ynakosLi;

no 4 tabnetkn y
Gnictepi; no 1
GnicTepy B KapTOHHIl
nayui; no 20 nayok y
rpynoBiit KapTOHHIN
ynakosLi;

no 10 Tabnetok y
Gnictepi; no 1
GnicTepy B KapTOHHIl
navuj;

no 10 Tabnetok y
6nicTepi; no 1
GnicTepy B KapTOHHIl
navui; no 10 nayok y
rpynoBii KapTOHHIN
ynakoBLi

Mosi Xenc
mM6X

Lsenuapi
A

Megiton
dapmachbtoTikan
JIta., YropwuHa;

CaBa Xenckea
NTa, IHais

YropwwmHa/
IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3Mminn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®I|. 3miHa y napameTpax cneuudikauin Ta/abo
[ONyCTUMMX MEX, BU3HAYEHMX Y cneumndikauiax
Ha A®I, abo BMXigHUA/MPOMIXKHUIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTHCS Y
npoueci BupobHuuTea AP (iHwWi 3MiHK)
OHOBIEHHS cneuundikauii BXigHOro KOHTPOso
Bupo6HuKa J13 Ha ADI xnopdeHipamiHy maneat
- BUNyYeHHs nokasHuka «Baxki metann(Heavy
metals: Maximum 20 ppm). 3minu Il TUny - 3miHK
3 gkocTi. A®l. BupobHuuTBo. 3miHa BUpOOHUMKa
BMXiAHOrO/MPOMDKHOIO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHUYOMY npoLeci
A®I, abo 3miHa BupobHUKa (BKkMtovaoun, ae
HeobXxiaHO, MicLie MPOBEAEHHSI KOHTPOIO SKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
Oocbe)(BBEAEHHS HOBOTO BUPOGHUMKa APl 3
HafaHHsSM macTep-danna Ha ADl) BBeaeHHsI
HOBOrO anbTepHaTUBHOro BMpoGHuka AdI
KogpeiHy - Kores (India) Limited(Pharmaceuticals
& Chemicals Division), India. 3minu Il Tuny -
3MiHun 3 akocTi. A®l. BupobHuuTBo. 3MiHa
BUPOGHMKa BUXIQHOMO/MPOMiXXHOIO
NpoAYKTYy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpo6HM4omy npoueci A®I, abo 3miHa
BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, micue
npoBefeHHs1 KOHTponto sikocTi) APl (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkin hapmakonei y 3aTBepakeHoMy
00Cbe)(BBEAEHHS HOBOTO BUpOoGHUMKa AdI 3

6e3
peuenma

UA/9824/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep

peecmpayiliHo2o

noceid4yeHHs1

HagaHHAM MacTep-caiina Ha APl) BBeaAeHHs!
HOBOrO anbTepHaTUBHOrO BUPObHMKa AdI
deHinedpurHy rigpoxnopug - Malladi Drugs &
Pharmaceuticals Limited, Unit-3, India. 3minn Il
Tuny - 3MiHu 3 sikocTi. A®l. BupobHuuteo. 3miHa
BUPOGHMKA BUXIOHOTO/MPOMIXKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTBCS Y
BMpobHu4omy npoueci Adl, abo 3miHa
BMpOOHMKa (BKMOYatoum, e HeobxigHo, Micue
NpPOBeAEHHs KOHTPoIto AKkocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignosigHoCTi
€BponeickKii hapmakonei y 3aTBepaKeHoMy
nocbe)(BBeaeHHs HoBoro BupobHuka Ad| 3
HagaHHAM macTtep-danna Ha Adl)
BBEJEHHS HOBOrO anbTepHaTUBHOrO BUPOOHUKa
A®I xnopdeHipamiHy maneat - Malladi Drugs &
Pharmaceuticals Limited, Unit-5, India.

231,

XENNEKC®
AHTUKONAO

Tabnetky, in bulk: no
5000 TabneTok y
noAgiiHomy
nonieTMneHoBoMy
nakeTi B KOHTENHepI

Mosi Xenc
mM6X

Lsenuapi
A

Megiton
dapmachbtoTikan
JIta., YropwuHa;

CaBa Xenckea
NTa, IHais

YropwwmHa/
IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3Mminn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®I|. 3miHa y napameTpax cneuudikauin Ta/abo
[ONyCTUMMX MEX, BU3HAYEHUX Y cneLmdikauiax
Ha A®I, abo BMXigHUA/MPOMIXKHUIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTHCS Y
npoueci BupobHuuTea AP (iHwWi 3MiHK)
OHOBIEHHS cneuundikauii BXiGHOro KOHTPOso
Bupo6HuKa J13 Ha ADI xnopdeHipamiHy maneat
- BUNyYeHHs nokasHuka «Baxki metann(Heavy
metals: Maximum 20 ppm). 3minu Il TUny - 3miHK
3 gkocTi. A®l. BupobHuuTBo. 3miHa BUpOOHUMKa
BMXiAHOrO/MPOMDKHOIO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCA Y BUPOBHNYOMY npoLeci
A®I, abo 3miHa BupobHUKa (BKkMtovaoun, ae
HeobXxiaHO, MicLe NPOBeAEHHS KOHTPOITHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
Oocbe)(BBEAEHHS HOBOTO BUPOGHUMKa APl 3
HafaHHsM macTep-danna Ha ADl) BBegeHHst
HOBOrO anbTepHaTUBHOro BMpoGHuka AdI
KogpeiHy - Kores (India) Limited(Pharmaceuticals
& Chemicals Division), India. 3minu Il Tuny -
3MiHun 3 akocTi. A®l. BupobHuuTBo. 3MiHa
BUPOGHMKa BUXIQHOMO/MPOMiXXHOIO
NpoAYKTYy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpo6HM4omy npoueci A®I, abo 3miHa
BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, micue
npoBeAeHHs1 KOHTponto sikocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkin hapmakonei y 3aTBepakeHoMy
00Cbe)(BBEAEHHS HOBOTO BUpOoGHUMKa AdI 3

UA/9664/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/

Haszea

JliKapcbK020

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

HagaHHAM MacTep-caiina Ha APl) BBeaeHHst
HOBOrO anbTepHaTUBHOrO BUPObHMKa AdI
deHinedpurHy rigpoxnopug - Malladi Drugs &
Pharmaceuticals Limited, Unit-3, India. 3minn Il
Tuny - 3MiHu 3 sikocTi. A®l. BupobHuuteo. 3miHa
BUPOGHMKA BUXIOHOTO/MPOMIXKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTBCS Y
BMpobHu4omy npoueci Adl, abo 3miHa
BMpOOHMKa (BKMOYatoum, e HeobxigHo, Micue
NPOBeAEHHs KOHTPOIto AKkocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignosigHoCTi
€BponeickKii hapmakonei y 3aTBepaKeHoMy
nocbe)(BBeaeHHs HoBoro BupobHuka Ad| 3
HagaHHAM macTtep-danna Ha Adl)
BBEJEHHS HOBOrO anbTepHaTUBHOrO BUPOOHUKa
A®I xnopdeHipamiHy maneat - Malladi Drugs &
Pharmaceuticals Limited, Unit-5, India.

232,

XENNEKC®
AHTUKONAO

DX

Tabnetku no 4
Tabnetkn y Gnictepi;
no 1 6nictepy B
KapTOHHIM nayui; no 4
Tabnetkn y Gnictepi;
no 1 6nictepy B
KapTOHHIN nayui; no
10 nayok y rpynosin
KapTOHHIl ynakoBLj;
no 4 tabnetkn y
6nicTepi; no 1
GricTepy B KapTOHHiW
nadui; no 20 nayok y
rpynoBii KAapTOHHIN
ynakosui; no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIM nayi; no
10 TabneTtok y
6nicTepi; no 1
GricTepy B KapTOHHiW
nayui; no 10 nayok y
rpynoBii KapTOHHIN
ynakoBLi

Mosi Xenc
mM6X

Lsenuapi
A

Megiton
dapmachbtoTikan
JIta., YropwuHa;

CaBa Xenckea
NTa, IHais

YropwwmHa/
IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3Mminn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®I|. 3miHa y napameTpax cneuudikauin Ta/abo
[ONyCTUMMX MEX, BU3HAYEHMUX Y cnelmdikauiax
Ha A®I, abo BMXigHUA/MPOMIXKHUIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTHCS Y
npoueci BupobHuuTea AP (iHwWi 3MiHK)
OHoBMeHHs1 cneuudikadii BXigHOrO KOHTPOIO
Bupo6HuKa J13 Ha ADI xnopdeHipamiHy maneat
- BUNyYeHHs nokasHuka «Baxki metann(Heavy
metals: Maximum 20 ppm). 3minu Il TUny - 3miHK
3 gkocTi. A®l. BupobHuuTBo. 3miHa BUpOOHUMKa
BMXiAHOrO/MPOMDKHOIO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCA Y BUPOBHNYOMY npoLeci
A®I, abo 3miHa BupobHUKa (BKkMtovaoun, ae
HeobXxiaHO, MicLe NPOBeAEHHS KOHTPOHO SIKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
Oocbe)(BBEAEHHS HOBOTO BUPOGHUMKa APl 3
HafaHHsM macTep-darina Ha AD|) BeeaeHHs
HOBOrO anbTepHaTUBHOro BMpoGHuka AdI
KogpeiHy - Kores (India) Limited(Pharmaceuticals
& Chemicals Division), India. 3minu Il Tuny -
3MiHun 3 akocTi. A®l. BupobHuuTBo. 3MiHa
BUPOGHMKa BUXIQHOMO/MPOMiXXHOIO
NpoAYKTYy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpo6HM4omy npoueci A®I, abo 3miHa
BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, micue
npoBeAeHHs1 KOHTponto sikocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkin hapmakonei y 3aTBepakeHoMy
00Cbe)(BBEAEHHS HOBOTO BUpOoGHUMKa AdI 3

6e3
peuenma

UA/9825/01/01
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[IponoBkeHHs 1oaarka 3

n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o

233,

HagaHHaM MacTep-canna Ha APl) BeegeHHs
HOBOrO anbTepHaTUBHOrO BUPObHMKa AdI
deHinedpurHy rigpoxnopug - Malladi Drugs &
Pharmaceuticals Limited, Unit-3, India. 3minn Il
Tuny - 3MiHu 3 sikocTi. A®l. BupobHuuteo. 3miHa
BUPOGHMKA BUXIOHOTO/MPOMIXKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTBCS Y
BMpobHu4omy npoueci Adl, abo 3miHa
BMpOOHMKa (BKMOYatoum, e HeobxigHo, Micue
NpPOBeAEHHs KOHTPOI0 skocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignosigHoCTi
€BponeickKii hapmakonei y 3aTBepaKeHoMy
nocbe)(BBeaeHHs HoBoro BupobHuka Ad| 3
HagaHHaM macTep-danna Ha AD|) BeeaeHHs
HOBOrO anbTepHaTUBHOro BUPoGHUka AdPI
xnopdeHipamiHy maneat - Malladi Drugs &
Pharmaceuticals Limited, Unit-5, India.
3minn Il TMny - 3miHm 3 sikocTi. ADI.
Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/NpOMIDKHOTO MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTBCS Y BUPOBGHMYOMY NpoLieci
A®l, abo 3miHa BMpOGHWMKa (BKNoYarouu, ae
HeobXxiaHO, MiCLie NPOBEAEHHS KOHTPOSO SKOCTI)
AdI (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€BponeiickKii hapmMakonei y 3aTBepaKeHoMy
[ocbe)(BBeaeHHS HOBOrO BUpobHMKa AdI 3
HafaHHsM macTep-darina Ha AD|) BeaeHHs
HOBOrO anbTepHaTUBHOro BUpoGHUuka AdI
nekctpomeTopdaHy rigpodpomigy - Exemed
Pharmaceuticals, India.

noceid4yeHHs1

XENNEKC®
AHTUKONAQ
DX

Tabnetku in bulk: no
5000 TabneTok y
noasinHOMY
nonieTMneHoBoMy
nakeTi B KOHTENHePI

Mosi Xenc
m6X

Lsewuapi
a

Megiton
dapmachbtoTikan
ITA., YropwuHa;

CaBa Xenckea
Ita, IHaia

YropwuHa/
IHAis

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3miHu | Trny - 3miHm 3 gkocTi. A®Pl. KoHTponb
A®I. 3miHa y napameTpax cneuundikauiv Ta/abo
OOMYyCTUMUX MeX, BU3HAYEHUX y crieumdikaLlisx
Ha A®I, abo BMXiAHWUIN/MPOMIKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BupobHuuTBa AP (iHLWi 3MiHK)
OHoBREeHHs cneuudikaii BXiZHOrO KOHTPOIO
BMpo6HuKa J13 Ha ADI xnopdeHipamiHy maneat
- BUNYyYeHHs nokasHuka «Baxki metanu(Heavy
metals: Maximum 20 ppm). 3miHu Il TUny - 3miHn
3 akocTi. A®l. BupobHuuTBO. 3MiHa BUpOGHUMKa
BMXiAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lo
BVKOPWCTOBYIOTBCS Y BUPOGHMYOMY npoLieci
AdI, abo 3miHa BUpobHUKa (BKkMovaruu, ae
HeobXxiaHO, MicLie MPOBEAEHHSI KOHTPOIO SIKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BiANoBiAHOCTI
€Bponeiicbkin hapmakonei y 3aTBepakeHoMy

00Cbe)(BBEAEHHS HOBOTO BUPOGHUMKa AdI 3

UA/9722/01/01




141

[IponoBkeHHs 1oaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep

peecmpayiliHo2o

noceid4yeHHs1

HagaHHaM MacTep-canna Ha APl) BeegeHHs
HOBOrO anbTepHaTUBHOrO BUPObHMKa AdI
kogoeiHy - Kores (India) Limited(Pharmaceuticals
& Chemicals Division), India. 3minu Il Tuny -
3MiHu 3 sikocTi. A®l. BupobHuuTteo. 3miHa
BUPOGHMKA BUXIOHOTO/MPOMIDKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTBCS Y
BMpobHu4omy npoueci Adl, abo 3miHa
BMpOOHMKa (BKMOYatoum, e HeobxigHo, Micue
NpPOBeAEHHs KOHTPoIto AKkocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignosigHoCTi
€BponeickKii hapmakonei y 3aTBepaKeHoMy
nocbe)(BBeaeHHs HoBoro BUpobHuka AdI 3
HagaHHaM macTep-danna Ha AD|) BeeaeHHs
HOBOrO anbTepHaTUBHOro BUPoGHUka AdPI
deHinedpuHy rigpoxnopug - Malladi Drugs &
Pharmaceuticals Limited, Unit-3, India. 3minn Il
Tmny - 3MiHm 3 sikocTi. A®l. BupobHuuTeo. 3miHa
BUPOGHMKA BUXIOHOTO/MPOMIXKHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BUpoGHMYoMy npoueci A®I, abo 3miHa
BMpoGHMKa (BKMoYatoum, e HeobxigHo, Micue
npoBeaeHHs KoHTpornto skocTi) APl (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeiickKii hapmMakonei y 3aTBepaKeHoMy
[ocbe)(BBeaeHHS HoBOro BupobHuka Al 3
HafaHHsM macTep-darina Ha AD|) BeaeHHs
HOBOrO anbTepHaTUBHOro BUpoGHUuka AdI
xropderipamiHy maneat - Malladi Drugs &
Pharmaceuticals Limited, Unit-5, India.
3miHu Il TUny - 3miHu 3 akocTi. API.
BupobHuuTBO. 3MiHa BUpobHUKa
BWXiZHOrO/NPOMIXKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPWUCTOBYIOTBCS Y BUPOGHMYOMY npoLieci
A®I, abo 3miHa BUpobHUKa (BkMtovao4n, ae
HeobXxiaHO, MicLie MPOBEAEHHSI KOHTPOITO AKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbe)(BBeaeHHs HoBOro BupobHuka Al 3
HaflaHHsIM macTep-darina Ha AD|) BeeaeHHs
HOBOrO anbTepHaTUBHOro BMpoGHUuka AdI
nekctTpomeTopdaHy rigpodpomigy - Exemed
Pharmaceuticals, India.

234,

XIMOoTPUIC
WH
KPUCTAJIYH
un

niocpinizat gnsa
PO34MHY AN iH'eKuin
no 0,01 r; 5 nakoHiB
3 niocpinisaTtom y
GnicTepi; no 2
Gnictepu y nayui 3

TOB "®3
"BIO®APMA

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | TUny - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
peyoByH. 3MiHa napameTpiB cneundikaLlin
Ta/abo [onyCTUMUX MEX AN 4OMOMDKHOI
peYOBUHM (BUYYEHHS 3i cneumndikauii

3a
peuernmom

UA/2347/01/01




142 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KapTOHY He3Ha4HOro nokasHuka (Hanpuknag 3acTapinoro
nokasHuka)) - BunyyeHnHs n. «Baxki metanu» 3i
cneumdikaLii LonoMixxHoi pevoBuHK Cni. 5.14-
01-164 «JlumoHHa KucnoTa MoHorigpaT», y
3B’A3KY 3 NpMBeAeHHAM 40 MOHorpadii
[OMOMiXXHOT pevoBUHU «JIMMOHHa KucnoTa
MoHorigpaTt», 01/2017:0456
235 XOJIOCAC - cupon, no 130 r ao TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/15909/01/01
TEPHO®APM | no 250 r y conakoHi; no | "TepHodap "TepHohapm" 3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenma
1 donakoHy 3 MipHOI m" nikapcbkuii 3aci6. KoHTponb rotoBoro
TIOXKOI0 Y Mavui 3 nikapcbkoro 3acoby. 3miHa napameTpis
KapTOHY cneumndikauii Ta/abo JoNyCcTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHWM) BHECEHHS 3MiH
B cneuudikauiio LWoAOo 3MiHW PYTUHHOCTI
NpoBeAEeHHs1 aHanidy mikpobionoriyHoro
koHTponto 13, a came CKOPOYEHHS KifbKOCTi
KOHTPOMIO Cepil: KHEe PYTUHHWIA TECT:
[0MNyCKaeTbCsl MPOBOAMUTU KOHTPOMb NEpLUOi Ta
KOXHOT AecaToi HacTynHoi cepii 113, ane He
pigwe Hix 1 cepii B pik»
236. LE®A3O0IJIH NOPOLLIOK A1 PO3YMHY MpuBaTHe YkpaiHa BUPOBHMUTBO Ta Ykpaina/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/18375/01/01
KOMBI ons iH'ekuivn no 0,5, akuioHepHe nepBuHHE KuTancbka 3MmiHu | Tuny - 3MiHn Wwopo peuenmom nidnsieae
no 1 a6o 10, abo 50 TOBapUCTBO nakyBaHHs HapogHa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
cbnakoHiB y nayui, 1 "Nekxim - PO3YMHHUKIB, Pecny6nika 3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
(NaKkoH 3 MOPOLLKOM XapkiB" BTOPUHHE 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
Ta 1 amnyna 3 nakyBaHH4, MeOMYHOro 3aCTOCyBaHHSA Ha NiacTaBsi
PO34MHHMKOM (BOAA KOHTpOnb Ta perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
Ans iH'ekuin no 5 mn B BUMYCK Cepii nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
amnyni) B 6nictepi, 1 roToBOro 3aCTOCYBaHHS Nikapcbkoro 3acoby B
6nictep y nayui; abo nikapcbKkoro nicnspeecTpauinHuii nepioa, abo sik pesynbTaT
no 1 cnakoHy B 3acoby: OLjiHKM 3BITY 3 AOCMIAXEHb, NPOBEAEHUX
6nicTepi, no 1 MpuBaTtHe BiAMOBIAHO [0 NNaHy neaiaTpudHNX AocnigXeHb
GnicTepy y nauui 3 aKuioHepHe (PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
KapToHy abo no 5 TOBapUCTBO YNOBHOBaXXEHVM OpraHom)
dnakoHiB y bnictepi, "Nexxim - 3MiHu BHeceHo A0 [HCTpyKLii Ans MeanyHoro

no 2 6nictepu y navui
3 KapTOHY

Xapkis", YkpaiHa
BMPOGHMLTBO Ta
nepBUHHE
nakyBaHHsi
MOPOLLIKY:
PetoHr
dapmacbioTumkan
Ko., Ita.,
Kutaricbka
HapogHa
Pecnybnika
BTOPUHHE
nakyBaHHs1,
KOHTpOnb Ta

3acTocyBaHHs nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWK1MKM nikapcbkrMu 3acobamu Ta
iHWi BMAwn B3aemogin”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "MobiyHi
peakuii" BignoBigHO 4O OHOBMEHOI iHhopmallii 3
6e3nekn 3acToCyBaHHs nikapcbkoro 3acoby.
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUNYyCK cepii
roToBOro
nikapcbKkoro
3acoby:
TOB "Nekxim-
O6yxis",
YkpaiHa
237 LUE®A3OIJIH MOPOLLIOK AN PO34UHY MpuBaTHe Ykpaina BMPOBHMLTBO Ta Ykpaina/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/18375/01/02
KOMBI ans iH'ekuivi no 1 r, no akuioHepHe NnepBUHHE KuTaicbka 3MiHun | Tuny - 3MiHKM Wwopo peuenmom nionsieae
1 abo 5, abo 50 TOBapuUCTBO nakyBaHHsi HapogHa 6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
cdnakoHiB y nauui, 1 "Nekxim - PO34YNHHUKIB, Pecny6nika 3MiHa y KOpOTKin XapakTepucTuLi nikapcbkoro
bnakoH 3 NOPOLLKOM Xapkis" BTOPUHHE 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
Ta 1 amnyna 3 nakyBaHHs1, ME[MNYHOro 3aCTOCYBaHHS Ha NiacTaBi
PO34YMHHMKOM (BOAA KOHTpOrb Ta perynsipHoO OHOBMIOBAHOTO 3BiTy 3 6e3nekn
ons in'ekdin no 10 mn BUNYCK cepii nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
B amnyni) B Gnictepi, 1 roToBOro 3acTocyBaHHS nikapcbkoro 3acoby B
6nictep y nayui; abo nikapcbKkoro nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
no 1 abo 5 cpnakoHiB y 3acoby: OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
Gnictepi, no 1 MNpuBaTHe BiANOBIQHO 0 NNaHy negiaTpu4HuX JocnigKeHb
Gnictepy y nayui 3 aKuioHepHe (PIP) (3MiHYy y3rogXeHo 3 KOMNEeTEHTHUM
KapTOHY TOBapUCTBO YNOBHOBaXXEHVM OpraHom)
"Jlekxim - 3MiHV BHeceHo o IHCTpyKLii Ans meguyHoro
XapkiB", YkpaiHa 3aCToCyBaHHS Nikapcbkoro 3acoby 4o posainy
BUPOBHMUTBO Ta "B3aemogis 3 iHWnMK nikapcbkummn 3acobamu Ta
nepBuHHE iHWIi BMAW B3aemogin", "OcobnmeocTi
nakyBaHHsi 3actocyBaHHs", "3acTocyBaHHs y nepioa
NOPOLLIKY: BariTHocTi abo rogyBaHHs rpyaato”, "MobiyHi
PetoHr peakuii" BignoBigHO A0 OHOBMEHOI iHpopmallii 3
dPapmacbloTukan 6e3nekn 3aCTOCyBaHHS NMikapcbKoro 3acoby.
Ko., Ita.,
Kutancbka
HapogHa
Pecnybnika
BTOPUHHE
nakyBaHHS,
KOHTpOnb Ta
BUNYCK cepii
roToBOro
nikapcbKkoro
3acoby:
TOB "lNekxim-
Ob6yxis",
YkpaiHa
238.| LE®MA TabneTtkn, BKpUTI CaHpos CnogBeHisi CaHnpos 'm6X- ABCTpis BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/14864/01/02
NNiBKOBOIO dapmacbioTi BupobHuya 3MiHu | TUny - 3MiHK 3 sikocTi. FoToBMIA peuenmom
obonoHkoto, no 200 kan3 a.a. ainbHUUA nikapcbkuii 3aci6. KoHTponb rotoBoro
mr; no 10 TabneTok y AHTUIHEKUIHI nikapcbkoro 3acoby. 3miHa y meTogax
GnicTepi; no 1 abo 2 N3 Ta XimiuHi BUNpPoOYBaHHS rOTOBOrO NikapCbKoro 3acoby
GnicTepu y KapTOHHIM Onepauii (He3HayHa 3MiHa y 3aTBEpPOKEHNX METodaX
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JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
KopobLi Kynanb (AIXO BUNPOOYBaHHS) 3MiHM B MeToAi BUNpobyBaHHS
M3 KyHane), 3a nokasHukom «CynyTHi gomilkun» (meTtog 1,
ABCTpis BUCOKOE(EKTMBHA pignHHa xpomaTtorpadis), a
camMe OHOBJEHHs iHbopMaTUBHOI Tabnumui nikis
LLI0A0 AOMILLIOK, Yacy YTPUMYBaHHS Ta

BiAHOCHOrO Yacy YTpMMYBaHHS MikiB, peaakLuiviHi
3MiHM Ha3BwM gomilok. Crneundikauis '3 Ta
MeToa BUNpoByBaHHS He 3MiHUNUCS. 3MiHu |

TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbKMit
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby
3MiHa y MeTofax BUNPOBYBaHHSI rOTOBOrO

nikapcbkoro 3acoby (HeaHayHa 3MiHa y

3aTBEPKEHUX MeToaax BUNpPobyBaHHs) 3MiHW B

meTogdi BUNpobyBaHHS 3a MokasHWMKOM «CynyTHi
OOMILKuN» (MeTo 2, ynbTpaBucokoedekTUBHA

piguHHa xpomaTtorpadqisi), a came OHOBMEHHSI
iHdpopmauiviHoi Tabnuui NikiB LWOAO AOMILLIOK,

Yyacy yTpUMyBaHHSI Ta BiHOCHOrO Yacy

YTPUMyBaHHSA NikiB, peaakuiviHi 3MiH1 Ha3Bwu

[OMILLOK Ta OHOBIIEHO TUMOBY XpomMaTorpamy

BMNPOoGoBYBaHOIo po3ynHy. Cneumdikauin M3

Ta MeTof BUNPOOYyBaHHSA He 3MiHMNKCS.

3MiHn | TUny - 3miHm 3 gkocTi. API.

CT1abinbHicTb. 3MiHa nepiogy NOBTOPHUX

BunpobyeaHb/nepiogy 36epiraHHst abo ymoB
36epiraHHa A®I (3a BigcyTHOCTI Y

3aTBepOKEHOMY A0Cbe cepTudikata

BigNoBigHOCTI €Bponeickkin hapmakonei, Lo

BKJ1HO4a€E Nepiof, MOBTOPHOIO BUMPOOYBaHHS)

(nepiog noBTOpHOrO BUNPOByBaHHs/Nepios,

36epiraHHs) - 36inblUeHHs abo BBeAEHHS

nepiofy NOBTOPHOro BMNpobyBaHHsA/nepioay

36epiraHHa Ha OCHOBI pe3ynbTaTiB JOCHImXEHb Y

peanbHoMy yaci. 3MiHa nepiogy NOBTOPHUX

BunpobysaHb AP| Liecdonogokcmy npokcetuny

HoBoro Bupo6Huka Qilu Antibiotics
Pharmaceutical Co., Ltd, Kutan. Mepiog
NOBTOPHOro BUNPoByBaHHS CTaHOBUTL 12

micauis. 3miHu | TMny - 3MiHKM 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiZNOBIQHOCTI €BpONenchkii
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BMXiQHOro Matepiany/peareHTy/npoMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHULTBI
A®I; oA AONOMIXKHOI peqoBuHM (cepTudikat
BignoBigHocTi €Bponenchkii hapmakonei) -
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHsT*

Homep
peecmpayiliHo2o
noceid4yeHHs1

HoBwuin cepTudikat Big HOBOro BUpo6HMKa
(3amiHa abo [ONOBHEHHS) NOAAHHS HOBOIO
cepTudikaTy BianoBigHOCTI €BpONEnchbKil
dapmakonei CEP Ne RO-CEP 2020-399-Rev 00
Bif HoBoro BMpo6Huka A®I Liednogokcumy
npokceTtuny Qilu Antibiotics Pharmaceutical Co.,
Ltd, Kutan. Y pesynbTati 3asBneHoi npoueaypu
3MiHM 6yae BHeceHo ao MKA.

239,

LE®OTPUH

MOPOLLOK AS151 PO3UNHY
ons ivekuimno 1r; 1
dnaKkoH 3 MOPOLLKOM B
KapTOHHIl kopobui

AHaHTa
Megikeap
Nra.

Benuka
BpuTtaHia

"BeHyc Pemegic
Nimitea", IHaia
AHaHTa
Megikeap
Nimiten, IHaia

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBamxeHHs AisnbHOCTI BUpobHUKa/iMnopTepa
rOTOBOrO flikapcbKoro 3acoby, BkIo4aoym
OinbHWLi BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOSIO SIKOCTI. (QisNbHICTb, 3a SKy Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM BMMYCK CEPilt) -
MpuBeaeHHs agpecn BupobHuka 13 AHaHTa
Megikeap JimiTeq, y BignoBigHicTb 40
CepTudcikaTty BignoBigHOCTi yMOB BUPOOHMLTBA
J13 Bumoram HBI, BugaHoro Oepxnikcnyx6oto
YKkpaiHu, a came BUNpaBneHo aHNiNCbKnn
BapiaHT agpecu. BupobHuya ginbHuus Ta yci
BMPOGHMWYI onepalLlii 3anvLaTbCa HE3MIHHUMMU.

3a
peuernmom

UA/12006/01/01

240,

LIMNOCTA30
N CTAOA®

Tabnetku no 100 wmr,
no 14 tabnetoky
6nicTepi; no 4
GnicTepn y KapTOHHil
KopobLi

CTAOA
ApuHaimiTT
enb Al

HimeyumH
a

BUMYCK Cepiit:
CTAQA
ApuHanmiTTens
Al’, HimevuuHa;
BMPOBHMLTBO
Hepo3dacosaHo
ro nNpoaykTy,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOrb cepin:
Apamvep ®apma
C.A,, MonbLua

HimeuuunHa/
MNonbwa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHn wopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX AaHuX
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHEeHUX AaHnX Npo cuctemy
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BiMiHHa Bif, YNOBHOBaXXeHOI ocobu,
BignoBiganbHoOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-danna cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3aABHUKKa, BianosiganbHOI 3a
dapmakoHarnsa;: [itoya pepakuis: O-p
dpepepika KnanH. MponoHosaHa pegakuia: O-p
AHppeac IBaHOBMY. 3MiHa KOHTAKTHUX OaHUX
YMOBHOBaXeHOi 0cobw, BifnosiganeHoi 3a
dapmakoHarnsig. 3miHa KOHTakTHoi ocobu
3asiBHMKaA, BignosiganbHoi 3a dhapMmakoHarnsag B
YkpaiHi. [itova pegakuis: MNpycebknn CTaHicnas
Bonoammuposuu.

MponoHoBaHa pegakuisi: Moy TeTsiHa KOpiiBHa.

3a
peuenmom

UA/16267/01/01
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3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobu
3asBHUKA, BiANOBIAANbHOI 3a hapmakoHarnsag B
YkpaiHi
241 UWPAM3A KOHLleHTpaT ans Eni INinni HigepnaH BUPOGHULTBO CLUA/ BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a He UA/16889/01/01
PO34MHy Ans iHGY3in, Hepepneng al] nikapcbKoro Icnanis/ 3MiHu | Tuny - 3miHun wono peuenmom nidnsieae
10 mr/mn; no 10 mn Ta B.B. 3acoby, Ipnangis/ 6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
50 mn y donakoHax, no nepBuHHa Benuka 3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
1 pnakoHy B yrnakoBkKa, Bputanis/ 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
KapTOHHIN ynakoBLj KOHTPOSb Ta ITanis/ MeLMYHOro 3acToCyBaHHA Ha niacrasi
TeCTyBaHHs PpaHuis perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
cTabinbHOCTI nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
nikapcbkoro 3aCcTOCyBaHHS NikapcbKoro 3acoby B
3acoby: nicnapeecTpauinHui nepioa, abo sk pesynbTaTt
Eni Ninni eng OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX
Komnasi, CLUA BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
BTOPUHHA (PIP) (iHLWi 3MiHwN).
yrnakoBkKa, 3MiHM BHECEHO B iHCTPYKLitO AN MEAUNYHOrOo
MapKyBaHHs1, 3acTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ginis
KOHTPOIb, "dapmakonoriyHi BnactmsocTi", "Oitn"
BWMYCK Cepii (yTouHeHHs iHdopmaluii) Ta "MMobiuHi peakuii”
nikapcbKkoro BiANOBIQHO 4O OHOBMEHOI iHGopMaLlii Woao
3acoby: 6e3nekn 3aCTocyBaHHs filo40i pevyoBMHN. 3MiHN
Ninni C.A., | Tuny - AgmiHictpaTtueHi 3miHW. 3miHa kogy ATX.
IcnaHis 3MiHM BHeCceHO B |HCTpYKUito AN MeanyHoro

KOHTPOMb AKOCTI
Ta TEeCTYBaHHsI
cTabinbHOCTI
nikapcbKkoro
3acoby:
IMKnoH Cucrema
JNNc, CWA
KOHTPOMb SKOCTI
nikapcbKkoro
3acoby:

Eni Ninni
KiHcewnn JlimiTen,
Ipnangis
KOHTPOMb SKOCTI
nikapcbKkoro
3acoby:
KosaHc
JlabopaTopis
Nimiten, Benuka
Bputanis
KOHTPOMb AKOCTI
nikapcbKkoro
3acoby:
Yapnb3 PiBep
JlabopaTopis

3acTOCyBaHHSA fikapcbKoro 3acoby Ao posainy
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
BigMNOBIQHO A0 MibXHapoAHOro KnacudikaTopa
BOO3 (http://www.whocc.no/atc_ddd_index/):
3aTBEPAKEHO — AHTUHEONNACTUYHI 3acobn,
MOHOKMoHanbHi aHTuTina. Kog ATX L01X C21,
3anpornoHoBaHoO — MOHOKMNOHanbHi aHTUTINa Ta
KOH’loraTu aHTuTINa 3 fikapcbkum 3acobom.
IHriGiTopn VEGF/VEGFR (cbakTopu pocTy
eHgoTenito cyamH). Kog ATX LO1F G02. 3miHum I
TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta
apmakoHarnsgy. 3miHu y KopoTkiii
XapaKTepuCTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANA MeANYHOro
3aCTOCYBaHHS Y 3B'513KY i3 HOBUMW AaHUMK 3
AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMK Ta
AaHvMu 3 hapmakoHarnsgy. 3mMiHM BHECEHO B
iHCTPYKUIilO ANsi MeaWNYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao po3sginis " "OcobnuneocTi
3actocyBaHHs" Ta "lNMobiyHi peakuii”.
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n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
AnpneHg
Nimiten,
Ipnangis
KOHTPOMb SIKOCTI
nikapcbkoro
3acoby:
Eni Ninni ITanisa
C.M.A., Itania
BUPOBHMUTBO 3a
NMOBHUM LIMKIOM:
Tlinni ®paHc,
PpaHuis
242, UACNIATUH | koHueHTpaT ans Akkopg, Monblwa Bupo6bHuLTBO Inpis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/15240/01/01
A AKKOPO PO34MHY AN iHAY3iN, Xenckea N3, nepeuHHe Benuka 3MiHn | Tuny - 3MiHn 3 sKocTi. FoToBuN peuenmom
1 mr/mn; no 10 mn, no Moncka Cn. Ta BTOPVHHE BpuTaHis/ nikapcbkuii 3aci6. 3MiHK y BUPOGHULTBI. 3MiHa
25 mn, no 50 mn, no 3.0.0. nakyBaHH4, ManbTa/ po3mipy cepii (BkMo4atoumn gianasoH po3mipy
100 mn y donakoHi; no KOHTPOMb SKOCTI YropwuHa cepii) roToBOro Nikapcbkoro 3acoby (iHLUi 3MiHW)
1 conakoHy y cepii: IHTac BBeEeHHs gogaTkoBoro po3mipy cepii M3 380,0

KapTOHHIl kopobui

dapmachkioTikan
3 Jliviten, IHais;
(anbTepHaTUBHU
1 BUPOBHMUK):
IHTac
dapmachkioTikan
3 Jlimiten, IHais;
BTopuHHe
nakyBaHHsi:
Akkoppg Xenckea
TimiTen, Benuka
BpuTaHis;
BignosiganbHui
3a BUMYCK cepii:
Akkoppg Xenckea
Nimiten, Benuka
BpuTaHis;
KOHTPOMb SIKOCTI
cepin: ACTpoH
Pe3bopu
Nimiten, Benuka
BpuTaHis;
KOHTPOSb SIKOCTi
cepint:
dapmagokc
Xenckea J14.,
ManbTa;
KOHTPOMb SIKOCTI
cepint:
dapmasanig
o,

n (35849 nakoHiB) gns o6’emy 10 mn
(3atBepmxero 100,0 n1). 3miHn | TUNY - 3MiHK 3
siKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y
BUPOBHMLTBI. 3MiHa po3Mipy cepii (Bkntoyatoum
[iana3oH po3Mipy cepii) roTOBOro nikapcbKoro
3acoby (iHLWi 3MiHK) BBEAEHHSI OAATKOBOIO
po3mipy cepii I'T13 600,0 n (11650 conakoHiB)
ans o6’emy 50 mn (3atBepaxkeHo 100,0 n, 1200
n). 3minm Il TMNy - 3miHu 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoOHULUTBI. 3MiHa
po3mipy cepii (Bkrtoyaoumn gianasoH po3Mipy
cepii) rotToBoro nikapcbkoro 3acoby (3miHa
CTOCYETbLCS BCiX iHLUMX MikKapCbknx hopmM
CYKYMHOro (KOMMNeKCHOro) BUpobHu4oro
npolecy) BBEAEHHsSI JOAATKOBOro po3mipy cepii
N3 400,0 n (7766 cdnakoHis) Ans o6’emy 50 mn
(3aTBepmkeHo 100,0 n, 1200,0 n) Ta 600,0 n
(5825 donakoHiB) ans o6’emy 100 mn
(3atBepgxeHo 100,0 n, 1200,0 n)
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n 3acoby ynakoeka) noceid4yeHHs1
MikpobionoriyHa
naboparopis,
YropwuHa
243 UUTOKOH® PO34MH ANS iH'eKLN, TOB "lOpis- Ykpaina TOB "tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/13685/01/02
250 mr/mn, no 4 mn B Papm" dapm” TexHivyHa nomunka (3rigHo Hakasy MO3 Big peuenmom
amnyni, 5 amnyn y 23.07.2015 Ne 460) BunpaBneHo TEXHIYHY
KOHTYPHIil1 YapyHKOBIN NMOMWIIKY B €MEKTPOHHIN BepCil iIHCTPYKUiT Ans
ynakosui; no 1 MEeOMYHOro 3aCTOCyBaHHS Ta KOPOTKOI
KOHTYPHI YapyHKOBIN XapaKTepUCTUKM NiKapcbkoro 3acoby Lwoao
ynakoBLUi B nayui 3 3a3Ha4YeHHs1 JOMOMDKHOI peYOBUHM (gitoya
KapTOHY peAakuis: KucnoTta XnopucToBogHeBa
KOHLIEHTPOBaHa; NponoHoBaHa peaakLis:
XIOPUCTOBOAHEBA KUCINOTa KOHLEHTPOBaHa).
3asHaueHe BUMNpaBneHHs BianoBigae
MaTepianam peecTpauifiHoro 4ocke
244 UNTOKOH® PO34MH AN iH'eKLN, TOB "lOpis- Ykpaina TOB "tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/13685/01/01
125 mr/mn, no 4 mn B Ddapm” dapm" TexHiyHa nomurnka (3rigHo Hakasy MOS Big peuenmom
amnyni, 5 amnyn y 23.07.2015 Ne 460) BunpaBneHo TEXHIYHY
KOHTYPHIili YapyHKOBIN NMOMWIIKY B €MEKTPOHHIN BepCil iIHCTPYKUii Ans
ynakosLi; no 1 MEeOMYHOro 3aCTOCYBaHHS Ta KOPOTKOI
KOHTYPHI YapyHKOBIN XapaKTepUCTUKM NiKapCbkoro 3acoby Loao
ynakoBLi B nayui 3 3a3Ha4YeHHs1 JOMOMDKHOI pe4YOBUHM (ditoya
KapTOHY peAakuis: KucnoTta XnopucToBogHeBa
KOHLIEHTPOBaHa; NponoHoBaHa peaakLis:
XIMOPVCTOBOAHEBA KMCMNOTa KOHLIEHTPOBaHa).
3asHaueHe BUMNpaBneHHs BiaNoBigae
MaTepianam peecTtpauiiHoro ocbe
245, UUTPAMOH Tabnetkn, no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/17370/01/01
MAKCI® TabneToK y KOHTYPHIN "®apmaneBt "®apmaueBTUYH 3miHu Il TUny - 3miHm 3 gxkocTi. API. peuenma
YapyHKOBIN ynakoBsLi; nyHa cipma a dipma Bupo6HuuTBO. 3MiHa BUpoGHUKa
no 1, no 2 abo no 5 "NapHuug" "OapHuug" BWXiAHOro/NpOMIDKHOTO MPOAYKTY/peareHTy, Lo

KOHTYPHUX
YapyHKOBWX YNaKoBOK
y nayui

BVKOPWCTOBYIOTBCS Y BUPOOHMYOMY npoLieci
A®I, abo 3miHa BUpoOHuKa (BKNoYaroun, ae
HeobXxiaHO, MicLie MPOBEAEHHSI KOHTPOITO AKOCTI)
AQI (3a BiacyTHOCTI cepTudikaTta BiANOBIAHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
[ocbe)(BBeaeHHS HOBOrO BUpobHMKka AdI 3
HafaHHaM macTep-danna Ha Adl) BBeaeHHs
anbTepHaTUBHOro BUpobHuKa ADI
MapaueTtamony ¢ipmu Farmson Pharmaceutical
Guijarat Pvt. Ltd. (Unit-Il), India y 3B'sA3ky 3
BUPOGHMYOI0 HEOOXiaHICTIO. K Hacnipok
BHECEHHS 3MiH o po3sainy «Cknaa» 1a 'y
crneumndikaLito BXiGHOro KOHTPOSO Ha Aitody
peyoBuHy MNMapauetamon o po3ainy «llepiog
30epiraHHsi», a came AOMOBHEHO TEPMIHOM
npuaaTHOCTI ANS 3anpornoHOBaHOro BUPOGHMKa
(3aTBepOkeHO: 4 poku Ans BUpobHuka Angiu
Lu'an Pharmaceutical Co., Ltd., China,
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3anponoHoBaHO: 4 pokn ans BupobHuka Angiu
Luan Pharmaceutical Co., Ltd., China; 5 pokis
ons BupobHuka Farmson Pharmaceutical
Guijarat Pvt.Ltd. (Unit-II), India. )
246, AHYMET TabneTku, BKPUTI Mepk Wapni | Lisenuapi lMepBuHHa Ta Hinepnangwn/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/11003/01/01
NniBKOBOIO Ooym IJEA A BTOPUHHA CLUA/ 3MinHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
o6onoHkoto, no 50 M6X ynakoBka, Cinranyp/ nikapcbkuin 3aci6. 3MiHM y BUpOOHMUTBI. 3amiHa
mr/500 wmr; no 14 003BiN Ha Icnanis abo BBeAEHHS 4OAaTKOBOI OiNbHUL
Tabnetok y 6nictepi; BUMYCK Cepii: BUPOBHMLUTBA NS YacTuHM abo BCbOro
no 4 Gnictepu B Mepk Wapn i BUPOBHMYOro NpoLiecy rotToBoro sikapcbkoro
KapTOHHiI kopobui Hoym B.B., 3acoby (AinbHULSA, Ha AKii NpoBoAsTbLCS Oyab-
Higepnanam SIKi BUPOOHMYI cTagii, 3a BUHSITKOM BUMYCKY
Bupo6bHuLTBO Cepil, KOHTPOMIO SIKOCTi, MEPBUHHOIO Ta
Hepo3dacosaHo BTOPVHHOIO MaKyBaHHS, Arsl HECTEPUITBHMX
I NnpoaykKuii, nikapcbkux 3acobis) [logaBaHHA HOBOTO
aHaniTnyHe BUpobHMka MSD International GmbH (Singapore
TECTyBaHHs npun Branch), wo signosiganbHuii 3a BUPOOGHMLITBO
BUMYCKY: Hepo3dacoBaHOI Npoaykuii. BBeaeHHs 3MiH

Ecika KeiH60opo
Ilimiten, Benuka
BputaHia
MateoH lMyepTo
Piko, IHk.,
MyepTo Piko,
CLUA
MCO
IHTepHeLwHn
M6X (dpinis
Cinranyp),
Cinranyp
MepBKHHA Ta
BTOPWHHA
ynakoBka:
Posi ®apma
IHpacTpian
Cepsicec, C.A,,
Icnanis

npoTsarom 3-x MicsiliB Nicnsa 3aTBEPOXKEHHS.
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
iMmnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOIO AKOCTi FOTOBOTO FliKapCbKOro
3acoby (3amiHa abo gogaBaHHsA OinbHULI, Ha
SKI 3INCHIOETECS KOHTPOL/BUNPOBYBaHHS
cepii) [logaBaHHA HOBOro BUpobHmka MSD
International GmbH (Singapore Branch), wo
BUKOHY€E aHarniTu4He TeCTyBaHHS NpU BUMYCKY.
[opaTkoBO, NPONOHYETHCA BUHECEHHS (DYHKLIT B
MKA TN3 «aHanituyHe TecTyBaHHS npu
BUMYCKy» ANS BXE 3aTBEPAXEHUX BUPOOHWMKIB
Ecika KsiH6opo JliviTeq, Benuka bpuTanisa Ta
MateoH MyepTo Piko, IHk., MyepTo Piko CLUA, 3
MeTO NpUBEAEHHS Y BiANOBIAHICTb A0
3aTBepAKeHVX MaTepianiB peecTpauiiHoro
gocbe, a came: 3.2.P.3.1. BUpoGHUK(-n).
BBegeHHs 3miH npoTtarom 3-x Micauis nicns
3aTBepAKEHHS. 3MiHu | TUny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHK y
BUPOGHMLTBI. 3MiHa po3Mipy cepil (Bkrovatoum
[iana3oH po3Mipy cepii) roTOBOro fikapCbkoro
3acoby (3mMeHLweHHs Ao 10 pasis) 3MeHLIEeHHS
po3mipy cepii nikapcbkoro 3acoby,
BUrOTOBJIEHOTO Ha HOBIV AiNbHULI BUPOOHULITBA
MSD International GmbH (Singapore Branch) 3
1200 kr Ta 1500 kr go 500 kr 4m 1000 «r.
BBeneHHs 3miH npoTarom 3-x micauiB nicns
3aTBEpKEHHS. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
[oToBWMI Nikapcbkui 3aci6. 3MiHK y
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUPOOBHMLTBI. 3MiHM ¥ Npoueci BUpobHMLTBA
rOTOBOIO fikapcbKoro 3acoby, BKIYaoum
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpK
BMPOGHWLTBI rOTOBOrO Nikapcbkoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHuLUTBa)
HesHauyHi 3MiHK y BUPOBHNYOMY MPOLLEC,
noB'A3aHi 3 06nagHaHHAM Ha NPONOHOBaHIN
ainbHuyi MSD International GmbH (Singapore).
BBepneHHs 3miH npoTtarom 3-x micauis nicns
3aTBEpPOKEHHS.
247 AHYMET TabneTku, BKPUTI Mepk Wapni | Lsenuapi lMepBuHHa Ta Hinepnangwn/ BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a - UA/11003/01/02
NniBKOBOIO Ooym IOEA A BTOPUHHA CLUA/ 3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA peuenmom
o6onoHkoto, no 50 m6X yrnakoBkKa, Cinranyp/ nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
mr/850 wmr; no 14 003BiN Ha Icnanis abo BBeAEeHHs 40OaTKOBOI AiNbHULI
TabneTtok y Gnictepi; BUMYCK Cepil: BUPOBHMLUTBA ANs YacTuHM abo BCbOro
no 4 Gnictepu B Mepk Wapn i BUPOBHMYOro NpoLiecy rotToBoro fikapcbkoro
KapTOHHIN kopobLi Hoym B.B., 3acoby (AinbHMLA, Ha SKin NpoBoAATbLCH Byab-
Higepnanam SIKi BUPOOHMYI cTagii, 3a BUHSITKOM BUMYCKY
BupobHuLTBO Cepii, KOHTPOMIO SKOCTi, MEPBUHHOIO Ta
Hepo3dacosaHo BTOPVHHOIO MaKyBaHHS, Arsl HECTEPUITBHMX
1 NnpoaykKuii, nikapcbkux 3acobis) [logaBaHHA HOBOTO
aHaniTnyHe BUpobHMKka MSD International GmbH (Singapore
TEeCTyBaHHs npun Branch), wo signosiganbHuii 3a BUPOOGHMLITBO
BUMYCKY: Hepo3dacoBaHOi NpoaykKuii. BBeaeHHs 3MiH

Ecika KeiH60opo
JimiTen, Benuka
BpuTaHis
MaTeoH lMyepTo
Piko, IHkK.,
MMyepTo Piko,
CLA
MCA
IHTepHeLwHn
MM6X (dpinis
Cinranyp),
Cinranyp
MepBWHHA Ta
BTOPWHHA
ynakoBka:
Posi ®apma
IHpacTpian
Cepsicec, C.A,,
IcnaHis

npoTsarom 3-x MicsiLiB Nicnsa 3aTBEPOXKEHHS.
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoOGHULUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii
Ta KOHTPOIO AKOCTi FOTOBOrO FliKapCbKOro
3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha
AIKI 3AINCHIOETBCS KOHTPONb/BUNPOBYBaHHS
cepii) [lonaBaHHA HOBOro BUpobHmka MSD
International GmbH (Singapore Branch), wo
BMKOHY€E aHaniTMyHe TECTYBaHHS MPU BUMYCKY.
[opnaTkoBO, NPONOHYETHCA BUHECEHHS (DYHKLIT B
MKA TN3 «aHanituyHe TecTyBaHHS npu
BUMYCKY» ANS BXe 3aTBEpAXXEHNX BUPOOHUKIB
Ecika KsiH6opo JliviTeq, Benuka bpuTanisa Ta
MateoH MyepTo Piko, IHk., MyepTo Piko CLUA, 3
METO NpUBEAEHHS Y BiANOBIAHICTb A0
3aTBEpKEHUX MaTepianiB peecTpauinHoro
nocbe, a came: 3.2.P.3.1. BUpoBHUK(-n).
BBegeHHs 3miH npoTtarom 3-x Micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3MiHKU y
BUPOGHMLTBI. 3MiHa po3Mipy cepil (Bkrovatoum
[iana3oH po3Mipy cepii) roTOBOro fikapCbKoro
3acoby (3mMeHLweHHs Ao 10 pasis) 3MeHLIEeHHS
po3mipy cepii nikapcbkoro 3acoby,
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUrOTOBIIEHONO Ha HOBIN AiNbHULI BUPOOHULTBA
MSD International GmbH (Singapore Branch) 3
1200 kr Ta 1500 kr go 500 kr ym 1000 «r.
BBepneHHs 3miH npoTtarom 3-x micauis nicns
3aTBepAKeHHSA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3miHn y
BUPOOBHMLTBI. 3MiHM ¥ npoueci BUpobHMLTBA
roTOBOrO fiKapCbKOro 3acoby, BKoyao4m
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpK
BMPOGHWLTBI rOTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3miHa y npoueci BUpobHuLTBA)
HesHauyHi 3MiHM y BUPOGHNYOMY MPOLLEC,
noe's3aHi 3 o6nagHaHHAM Ha NPONOHOBaHI
ainbHuyi MSD International GmbH (Singapore).
BBegeHHst 3MiH NpoTarom 3-x Micauis nicns
3aTBEPOKEHHS.
248, AHYMET TabneTkn, BKpUTI Mepk Wapni | Lsenuapi MepBuHHa Ta Hinepnangwn/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/11003/01/03
NniBKOBOIO Ooym IOEA A BTOPUHHA CLUA/ 3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
o6onoHkoto, no 50 m6X yrnakoBkKa, Cinranyp/ nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
mMr/1000 wmr; no 14 003BiN Ha Icnanis abo BBeAeHHs 40OaTKOBOI AiNbHULI
Tabnetok y Gnictepi; BUMYCK Cepil: BUPOBHMLUTBA ANs YacTuHM abo BCbOro
no 4 Gnictepu B Mepk Wapn i BUPOBHMYOro NpoLiecy rotToBoro fikapcbkoro
KapTOHHIN kopobLi Hoym B.B., 3acoby (AinbHMLA, Ha SKin NpoBoAATbLCH Byab-
Higepnanam SIKi BUPOOHMYI cTagii, 3a BUHSITKOM BUMYCKY
BupobHuLTBO CepiN, KOHTPOMIO SKOCTi, MEPBUHHOIO Ta
Hepo3dacosaHo BTOPVHHOIO MaKyBaHHS, Asi HECTEPUITbHUX
T npoaykKuii, nikapcbkux 3acobiB) [logaBaHHsA HOBOrO
aHaniTnyHe BUpo6HMKa MSD International GmbH (Singapore
TECTyBaHHs nNpun Branch), wo BignosiganbHWiA 3a BUPOGHMLITBO
BUNYCKY: HepoadacosaHoi NpoaykLuii. BBeaeHHs 3MiH

Ecika KsiH6opo

NimiTen, Benuka

BpuTaHis
MaTeoH lMyepTo
Piko, IHkK.,
MMyepTo Piko,
CLWA
MCA
IHTepHeLwHn
M6X (dpinis
Cinranyp),
Cinranyp
MepBuHHa Ta
BTOPWHHA
ynakoBka:
Posi ®apma
IHpacTpian
Cepsicec, C.A,,
IcnaHis

nNpoTArom 3-X MicALiB NiCNs 3aTBEPAXEHHS.
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoOHULUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii
Ta KOHTPOIHO SIKOCTi TOTOBOTO NiKapCbKoro
3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha
AIKI 3AINCHIOETBCS KOHTPONb/BUNPOBYBaHHS
cepii) [logaBaHHA HOBOro BUpobHmka MSD
International GmbH (Singapore Branch), wo
BUKOHY€E aHarniTu4He TeCTyBaHHS NpU BUMYCKY.
[opaTkoBO, NPOMNOHYETHCA BUHECEHHS (DYHKLT B
MKA N3 «aHanituyHe TecTyBaHHS npu
BUMYCKy» ANS BXE 3aTBEPAXEHUX BUPOOHWMKIB
Ecika KsiH6opo Jliviteq, Benvka bputaHisi Ta
MaTeoH lMyepTo Piko, IHk., MNyepTo Piko CLUA, 3
METO NpUBEAEHHS Y BiANOBIAHICTb A0
3aTBEpAKEHUX MaTepianiB peecTpauinHoro
nocbe, a came: 3.2.P.3.1. BUpoGHuK(-n).
BBegeHHs 3MiH npoTtsarom 3-X MicauiB nicns




*y pasi 6HecenHs 3MIH 00 IHCMPYKUIT npo mMeouuHe 3acmocy6anHs

BUPOBHMLTBI. 3MiHa po3Mipy cepii (BKntoyatoum
[fianas3oH po3Mipy cepii) roToBOro fikapCbKoro
3acoby (3meHLueHHs ao 10 pasiB) 3MeHLLEeHHS
po3Mmipy cepii nikapcbkoro 3acofy,
BUrOTOBIIEHOrO Ha HOBIV AiNbHMLI BUPOOHULTBA
MSD International GmbH (Singapore Branch) 3
1200 kr Ta 1500 kr go 500 kr ym 1000 «r.
BBeneHHs 3miH npoTtarom 3-x micauis nicns
3aTBepAKeHHSA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3miHM y
BUPOGHMLTBI. 3MiHM ¥ npoueci BUpoGHMLTBA
roTOBOrO MikapCcbKoro 3acoby, BKIo4a4m
NPOMIKXHUIA NPOAYKT, LLO 3aCTOCOBYETLCS NpK
BMPOGHMLTBI rOTOBOrO Nnikapcbkoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHuLTBa)
HesHauyHi 3MiHM y BUPOGHNYOMY MPOLLEC,
noe'A3aHi 3 06nagHaHHAM Ha NPONOHOBaHI
ainbHuyi MSD International GmbH (Singapore).

BBegeHHst 3MiH NpoTsarom 3-x Micauis nicns
3aTBEPOKEHHS.

152 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/ | nikapcbko20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa sionycky aHHs* peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3aTBepAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
['oToBWIN Nikapcbkuii 3aci6. 3MiHW y

B.o. HayanbHUKa
dapmaueBTUYHOro ynpaBniHHSA

Onexkcangp NPILEHKO



