NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEOANYHUX IMYHOBIOJIOINYHUX NMPENAPATIB), AKI

NMEPENIK

DopaTtok 2
po Haka3y MiHictepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy

peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX

iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»
Big 28 yepBHa 2021 poky Ne 1290

BHOCATbLCA OO OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

no 1 abo 2 6nictepu B
KapTOHHIl kopobui

JlabopaTtopic
Nimiten, IHaia

"B3aemogis 3 iHWK1MKM nikapcbknMmn 3acobamu Ta
iHWi B1AM B3aemogin", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHS Y nepiog BariTHOCTI
abo rogyBaHHA rpyaar”, "34aTHicTb BNvBaT Ha
LIBUAKICTb peakuii Npu kepyBaHHi aBTOTPaHCNOPTOM
abo iHWK1MK mexaHiamamu”, "Cnocib 3acTocyBaHHsi
Ta pgoan", "[iTn" (yTouHeHHs iHdopmallii),
"Mepeno3yBaHHs", "Mob6iyHi peakuii" BianoBigHO Ao
iHpopmaLlii pedpepeHTHOro nikapcbkoro 3acoby
(KCA3ATJ ®, TabneTku, BKpUTi MNiBKOBOHO
o6ornoHkot, no 5 mr).
MepioanyHICTb NOAAHHS PerynsipHO OHOBMIOBAHOMO
3BiTYy 3 6e3neku, BignosiaHo o MNopsaKy 3aiCHEHHs!

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npouyedypa Ymosu Peknam Homep
n/ | nikapcbkoz2o (nikapcbka ¢popma, 3asieHUKa 8upo6HUKa eionycky | yeaHHsi | peecmpayiliHo20
n 3acoby ynakoeka) noceid4yeHHs1
1. AJIIMTA nioginizat ans Tlinni ®paHc ®paHuis BupobHuuTBO 3a CLUA/ nepepeecTpauis Ha HeobMeXeHU TEPMIH 3a He UA/4392/01/01
NpUroTyBaHHs MOBHUM LMKIIOM: PpaHuis/ OHoBneHo iHdopMmaLito 3 6e3neky 3acTocyBaHHS peuyenmom | nidnseae
pPO34MHYy Ans iHdY3in Eni Ninni eng peuis Lito401 peyoBMHU B IHCTPYKLIT AN MegnyHoro
no 500 mr; niodpinisar Komnani, CLUA; 3acTocyBaHHS nikapcbKoro 3acoby y po3aaini
Y CKMSAHOMY PNaKOHi; MapkyBaHHA Ta "OcobnuBocTi 3acTocyBaHHS".
no 1 pnakoHy B BTOpPMHHA [MepiognyHiCTb NOAaHHA perynspHO OHOBMIOBAHOMO
KapTOHHIN ynakoBLi yrnakoBkKa, 3BiTYy 3 6e3neku, BignosiaHo Ao MNopsaKy 34iCHEHHs
KOHTpOMb Ta hapmakoHarnsgy, 3aTBepAXXeHOro Hakasom
Bunyck cepii: Jinni MiHicTepcTBa 0XopoHu 300poB’s YkpaiHu Bifg 27
®paHc, PpaHuis; rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
BUPOGHMLTBO MiHicTepcTsi tocTuuii Ykpainu 29 ciuns 2007 poky 3a
[030BaHol hopMu, Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
nepBuHHa OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs 2016
ynakoBka, poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpokamu,
KOHTpOrb: 3a3HaYeHNMM Y NepioaNYHOCTI MOAAHHSA PerynapHUX
Banawrekc C.A., 3BITIB 3 6e3neku.
peuis
2. AINNEPBEUN TabneTku, BKPUTI O-p Peppi'c IHpia O-p Peppi'c IHpia nepepeecTtpadisi Ha HeOOMeXeHUIA TEPMIH 6e3 nidnsieae UA/15436/01/01
nniBkoBoto obonoHkoto | JlabopaTopi JlabopaTopic Jl1g, OHOBMEHO iHhopMaLiito B iHCTPYKLUii ANst MeanyHoro | peuenma
no 5 mr; no 10 clltg IHais; 3acTocyBaHHS nikapcbkoro 3acoby y posginax
TabneTok y 6nictepi; O-p Pegpi'c "®apmakornorivyHi BnactusocTi”, "lNMpoTunokasaHHs",
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[TpogoBxeHHs noaaTka 2

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymosu Peknam Homep
n/ | nikapcbkoz2o0 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
dapmakoHarnsay, 3aTBepAkeHoOro Hakasom
MiHicTepcTBa oxopoHu 300poB’a Ykpainu Big 27
rpyaHst 2006 poky Ne 898, 3apeectpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOoB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3HaYeHNMM y NepioaNYHOCTI NOAAHHSA PErynApHUX
3BITiB 3 6e3neku.
3. BETO®TAH® | kpanni o4Hi, cycneHsis AT Ykpaina AT "®apmak” Ykpaina nepepeecTpaLlisi Ha HEOBMEXEHW TEPMiH 3a He UA/15505/01/01
no 2,5 mr/mn no 5 mn "®apmak” OHOBEHo iHhopMmaLito B iHCTPYKUii ANst MeanyHoro | peuyenmom | nidnsizae
y chrakoHi, no 1 3acTocyBaHHS nikapcbkoro 3acoby BianoBigHO A0
dnakoHy y nauui 3 pedepeHTHOro nikapcbkoro 3acoby (betonTuk® S,
KapToHy Kpanni o4Hi) y po3aini "MobiyHi peakuii”.
MepioanyHICTb NOAAHHS PerynsipHO OHOBIIOBAHOMO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsaKy 34iCHEHHs
dapmakoHarnsay, 3aTBepAkeHoOro Hakasom
MiHicTepcTBa 0XOpoHM 300poB’s YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOpOHM 300pOB'A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3HaYeHMN Y NepioANYHOCTI MOAAHHSA PerynapHUX
3BITiB 3 6e3neku.
4. | BEKCAMETA | tabnetku no 0,5 wmr, ToBapuctBo YkpaiHa BCi cTagii YkpaiHa MepepeecTpadis Ha 5 pokis. 3a He UA/5274/01/01
30H no 10 TabneTok y 3 BMPOGHMLTBA, OHoBneHo iHdopMmaLiio y posginax "Bsaemogia 3 | peuenmom | nidnszae
6nictepax; no 1 abo 5 obmexeHo KOHTPOIb SIKOCTI, iHLWIMMM nikapcbkumy 3acobamu Ta iHWi BUuam
GnicTtepis y kopobui 3 Bignosigans BUMYCK cepii: B3aemogin", "OcobnmeocTi 3acTtocyBaHHs", "lMobiyHi
KapTOHYy HicTIO ToBapucTtBo 3 peakuii” iIHCTPYKUIT ANS Mean4YHOro 3acToCyBaHHS
"OocnigHui obMexeHow nikapcbkoro 3acoby BiANOBIAHO JO OHOBMEHOT
3aBof BiANOBigaNbHICTIO iHpopmaUii Wwoao 6e3nekn 3acTocyBaHHS Aito4oi
"rHync" "[locnigHuii 3aBop PEYOBUHN.
" rHunc” MepioanyHiCTb NOAaHHA perynsapHO OHOBIIOBAHOIO
Ykpaina; 3BiTYy 3 6e3neku, BignosiaHo Ao MNopsaKy 34iCHEHHs
BCi cTagii dapmakoHarnagy, 3aTBepaXeHoro Hakasom
BMPOGHMLTBA, MiHicTepcTBa oxopoHu 300poB’a Ykpainu Bif 27
KOHTPOSb SIKOCTI, rpyAHst 2006 poky Ne 898, 3apeectpoBaHoro B
BUMYCK cepii: MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007 poky 3a
ToBapucTso 3 Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
obmexeHoto OXOPOHM 300pOB'A YkpaiHu Bif 26 BepecHs 2016
BignoBiganbHiCcTO poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpokamu,
"®apmaneBTnyHa 3a3HaYeHNMM y NepioANYHOCTI NMOAAHHS PErynApHUX
KOMMaHisi 3BITIB 3 6e3neku.
"3nopos's",
YkpaiHa
5. NEBACENT PO34uH Ans iHdys3in, AHaHTa Benuka E€sponand IHAis nepepeecTtpalisi Ha HeOBMeXeHUIA TEPMIH 3a He UA/13203/01/01
500 mr/100 mn no 100 Megikeap BpuTaHis XenTtkeap lBT. OHoBneHo iHopMaLito B iHCTPYKLUiT Ans MeaundHoro | peuernmom | nidnseae
MI1 B KOHTElHepi; no 1 I1o. JIto. 3acTocyBaHHS NikapCcbKoro 3acoy y po3gini
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
sionycky

Peknam
yeaHHs

Homep
peecmpauiliHo2o
noceid4yeHHs

KOHTEVHepy B
NONiBiHINXMOpNAHIN
nnisui B kopooLi

"MokazaHHs"

Ta posginax "®apmakoTepanesTuyHa rpyna”,
"MpoTtunokasaHHs", "OcobnnBocTi 3acTocyBaHHS",
"8acTocyBaHHs y nepiog BariTHocTi abo rogyBaHHs

rpyaato”, "3gaTtHicTb BIAMBaTK Ha WWBMAKICTb peakuii

npu KepyBaHHi aBTOTPAHCMOPTOM abo iHWMMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta 4o3un",
"AitTn" (peparysaHHs iHpopmallii),

"Mepepo3yBaHHs", "lNMobiyHi peakuii” BianoBigHO A0

iHdopmaLii pedpepeHTHOro Nnikapcbkoro 3acoby
Tavanic 5 mg/ml solution for infusion Ta 3
ypaxyBaHHAM OHOBMEHMUX AaHWX LWoao 6e3nekn
Lito40i pevyoBrHMN.

MepioanyHiCTb NOAAHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaKy 3aiCHEHHSs!
dapmakoHarnsay, 3aTBepAKeHoro Hakasom
MiHicTepcTBa 0xopoHu 300poB’a Ykpainm Big 27
rpyaHsa 2006 poky Ne 898, sapeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHictepcTBa
OXOpPOHU 300poB'A YkpaiHu Big 26 BepecHsa 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3HaYeHNMM y NepioaNYHOCTI NOAAHHS PErYNAPHUX
3BiTiB 3 6e3neku.

MENOKC

PO34MH Ans iH'ekuin,
15 mr/1,5mMn no 5
amnyn y bacoHHOMY
6nictepi; no 1 abo 2
onictepn y KapTOHHIN
kopooui

Mepokewmi
nTa

Kinp

Mepgoxkemi JITO
(AMnynbHWR
IH’ eKUinHUn
3aBon)

Kinp

nepepeecrtpauis Ha HeobMexeHn TepMiH
OHoBneHo iHopMaLito B iHCTPYKLIT ANs MeanyHoro
3aCcTOCyBaHHS fnikapcbKkoro 3acoby y posginax:
"dapmakonorivHi BnactueocTi", "B3aemopis 3
iHLWIMMM nikapcbkumy 3acobamu Ta iHWi Buam
B3aemogin", "OcobnueocTi 3actocyBaHHs", "Cnoci6
3acTocyBaHHs Ta go3un", "MobivHi peakuii”
BiAMOBIAHO A0 iHcbopMalUii LLoJo MeanYHOro
3acToCcyBaHHSA pedpepeHTHOro nikapcbkoro 3acoby
(MOBATIC, po3uuH Ans iH’ekuin).
MepioanyHiCTb NoAaHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaKy 3aiCHEHHs!
dapmakoHarnsay, 3aTBepkeHoro Hakasom
MiHicTepcTBa oxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuii Ykpainum 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOoB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMMK,
3a3HaYeHNMM y NepioaNYHOCTI NMOAAHHS PEryNApHUX
3BITiB 3 6e3neku.

3a
peuenmom

He
nionsieae

UA/15382/01/01

MEPUCTAT-
CAHOBEIb
JIOHI

TabneTtku 3
MoaundikoBaHUM
BUBiINbHEHHsIM No 500
Mr; o 7 TabneTok y

CaHoBernb
Inay CaHai
BE
Tugxapet

TypeydnHa

CaHosernb Insy
CamHai Be
Tupxapet A.LLL.

TypeuunHa

nepepeecrtpauis Ha HeobMexeHu TepMiH
OHOBMEHo iHopMaLiito B iIHCTPYKUiT ANst MeguyHoro
3acTocyBaHHs nikapcbkoro 3acoby y posainax
"®apmakornorivyHi BnactusocTi", "lMoka3aHHsa"

3a
peuernmom

He
nionsieae

UA/10713/02/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymosu Peknam Homep
n/ | nikapcbkoz2o0 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
6nictepi; no 1 abo 2 A.LL. (peparyBaHHs TekcTy), "lpoTunokasaHHs",
GricTepu y KapTOHHIN "B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
Kopobui iHWi BAn B3aemogain", "OcobnmBocTi
3actocyBaHHs", "lMepenosyBaHHs", "MobiyHi peakuii”
BiAMOBIAHO A0 iHcbopmaUii LLOA0 MEANYHOTO
3acTOCyBaHHsI pedpepeHTHOro nikapcbkoro 3acoby
(KNALUUMO® CP).
MepioanyHiCTb NOAAHHA perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsaKy 3aiiCHEHHs!
apmakoHarnsay, 3aTBepAkeHoOro Hakasom
MiHicTepcTBa 0XxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, sapeecTpoBaHoro B
MinicTepcTsi tocTudii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOpOHU 300poB'A YkpaiHu Big 26 BepecHsa 2016
poky Ne 996), cTaHOBUTL: 3riAHO 3i CTpoKamum,
3a3HaYeHNMM y NepioaNYHOCTI MOAAHHS PEryNAPHUX
3BiTiB 3 6e3neku.
8. HEBINET® TabneTkn, BKpUTI MeHapiHi Trokcembypr | BupobHuuTBO "in HimeyunHa MepepeecTpauis Ha HEOOMEXEHWI TEPMIH. 3a He UA/15245/01/01
NnKC 5/12,5 NniBKOBOIO IHTEepHeLLOoH bulk", kOHTpOnb OHoBneHo iHdopMauiio y posgini "dapmakonoriyHi | peyenmom | nidnszae
obornoHkoto, no 14 an cepii: BNACTMBOCTI" iIHCTPYKUiT ANs MeanyHoro
TabneTok y 6nictepi; OnepenioH BEPJIIH-XEMI AT, 3acTocyBaHHS nikapcbKoro 3acoby BianoBiAHO A0
no 1 abo 2 6nictepn y c HimeyuunHa; marepianis peecTpauifnHoro JOCkE.
KapTOHHiIN kopooLi TNrokcembypr BupobHuLTBO "in [MepiognyHiCTb NOAaHHA perynspHO OHOBMIOBAHOMO
A. bulk", nakyBaHHs, 3BiTy 3 6e3neku, BiAnoBigHO Ao Mopsaky 3AiNCHEHHS
KOHTpOrnb Ta dapmakoHarnsay, 3aTBepakeHoro Hakasom
BUMYCK cepii: MiHicTepcTBa 0xopoHu 300poB’s YkpaiHu Bifg 27
MeHapiHi-®oH rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
XenpgeH M'vbX, MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007 poky 3a
HimeyumnHa; Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
KiHueBe OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs 2016
nakyBaHHs, poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
KOHTpOnb Ta 3a3Ha4YeHNMM y NePIOANYHOCTI NOAAHHS PErynsipHUX
BUNYCK cepii: 3BITIB 3 6e3neku.
BEPIIH-XEMI AT,
HimeyuunHa
9. HOOBYT® MOPOLLIOK (CybcTaHuist) | ToBapucTeo Ykpaina ToBapucTso 3 Ykpaina nepepeecTpauis Ha HeobMeXeHU TEPMIH - He UA/15496/01/01
y NOABIAHNX 3 [00aTKOBOO nionsieae
nonieTMneHoBmnx [04aTKOBOK BiAnoBiganbHiCTIO
naketax gns Bignosiganb "IHTEPXIM"
hapmaLeBTU4HOro HiCTIO
3aCTOCYyBaHHs "IHTEPXIM"
10. | NEPUHBONP | Tabnetku no 2 KPKA, o.4., CnoBeHis BMPOGHMLTBO «in CnoBeHis nepepeecTtpadis Ha HeOBMeXeHUIA TEPMIH 3a He UA/15257/01/01
un mr/0,625 wr, no 10 HoBo mecTo bulk», nepsuHHe OHoBneHo iHopMaLito B iHCTPYKLiT Ans MeanyHoro | peuenmom | nidnseae
2/IHOAMAMIO | TabneTok y 6nicTepi; Ta BTOPVHHE 3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ginax
0,625 KPKA no 3 abo 9 GnicTepiB y nakyBaHHs1, "®apmakonoriyHi BnactueocTi" (Lwoao 6esnekn),
KapTOHHiIl kopobuj; no KOHTpOrb Ta "MpoTunokasaHHs", "Baaemopais 3 iHWMMK
15 TabneTok y BUNYCK Cepii: niKapcbkumm 3acobamu Ta iHLWi Buav B3aemogin”,
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
sionycky

Peknam
yeaHHs

Homep
peecmpauiliHo2o
noceid4yeHHs

GnicTepi; no 2 abo 6
6nicTepiB y KapTOHHIl
Kopobui

KPKA, a.a., Hoso
mecTto, CnoBeHis;
KOHTpOrb cepil:
KPKA, a.a., Hoso
MecTo, CnoBeHis

"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BaritHocTi abo rogyBaHHs rpyaat”,
"3pgaTHiCTb BNNMBATK Ha LUBUAKICTL peakuii npu
KepyBaHHi aBTOTpaHCNoOpPTOM abo iHWMMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta 4o3un"
(wopo 6esnekn), "MobiyHi peakuii” BianoBigHO A0
OHoBIeEHOT iHhopmaLlii 3 6e3neku Lito4oi peHoBUHN.
MepioanyHicTb NoAaHHS perynsapHO OHOBMIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsaKy 3aiiCHEHHs!
apmakoHarnsay, 3aTBepAkeHoOro Hakasom
MiHicTepcTBa 0XxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, sapeecTpoBaHoro B
MinicTepcTsi tocTudii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOpOHU 300poB'A YkpaiHu Big 26 BepecHsa 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3HaYeHNMM y NepioaNYHOCTI MOAAHHS PEryNAPHUX
3BiTiB 3 6e3neku.

11.

NEPUHOONP
un
4/IHOANAMIA
1,25 KPKA

Tabnetku no 4 mr/1,25
mr, no 10 TabneTok y
6nictepi; no 3 abo 9
6nicTepiB y KapTOHHIN
kopobui; no 15
TabneTok y 6nictepi;
no 2 abo 6 6nictepis y
KapTOHHiIN kopobui

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

BUPOBHMUTBO «in
bulk», nepBuHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTpOrb Ta
BUNYCK cepii:
KPKA, a.a., Hoso
mecTto, CrnoBeHis;
KOHTpOrb cepil:
KPKA, a.a., Hoso
mecTo, CrnoBeHis

CnoBeHis

nepepeecTtpauis Ha HeobMeXxeHU TepMiH
OHoBReHo iHopMaLito B iIHCTPYKLIT ANS MeanyHoro
3acTocyBaHHS nikapcbKoro 3acoby y posainax
"®apmakonoriyHi BnactmeocTi" (Lwono 6esnekn),
"MpoTunokasanHs", "Baaemopgisa 3 iHWMMKn
nikapcbkumm 3acobamu Ta iHWi BUaM B3aemogin”,
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHS y
nepiog BariTHoCTi abo rogyBaHHs rpyaar”,
"3paTHiCTb BNNUBATK Ha LWIBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNOPTOM abo iHWnMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta fo3n"
(wopo 6e3nekn), "MobivHi peakuii” BianosigHo Ao
OHOBJIEHOI iHGhopMmaLii 3 6e3neku Aikoyoi peHOBUHN.
MepioanyHiCTb NoAaHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaky 3aiNCHEHHs
dapmakoHarnsay, 3aTBepkeHoro Hakasom
MiHicTepcTBa oxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHU 340pOoB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMMK,
3a3Ha4YeHNMM y NepioANYHOCTI NOAAHHS PErynApHUX
3BiTiB 3 6e3neku.

3a
peuenmom

He
nidnsieae

UA/15257/01/02

12.

NEPUHOONP
uns
NHOAMAMIA
2,5 KPKA

Tabnetku no 8 mr/2,5
mr; no 10 TabneTok y
6nicTepi; no 3 abo 9
GnicTepiB y KapTOHHIN
kopobui; no 15
TabneTok y 6nictepi;
no 2 abo 6 6nicTepis y

KPKA, o.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLITBO «in
bulk», nepBuHHE
Ta BTOpPWHHE
nakyBaHHs,
KOHTpOrb Ta
BUNYCK cepii:
KPKA, ao.a., HoBo

CnoBeHis

nepepeecrtpauis Ha HeobMexeHu TepMiH
OHOBMEHO iHhopMaLiito B iIHCTPYKLiT ANst MeguyHoro
3acTocyBaHHs nikapcbkoro 3acoby y posainax
"®apmakonoriyHi BnactueocTi" (Lwoao 6esnekn),
"MpoTunokasanHs", "Baaemogia 3 iHWyMK
nikapcbkuMmn 3acobamu Ta iHWi BUAM B3aemogin",
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y

3a
peuernmom

He
nionsieae

UA/15257/01/03
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
sionycky

Peknam
yeaHHs

Homep

peecmpauiliHo2o

noceid4yeHHs

KapTOHHiN kopobui

mecTto, CnoBeHis;
KOHTpOIb cepii:

KPKA, a.4a., Hoso
MecTo, CnoBeHis

nepiog BariTHocTi abo rogyBaHHs rpyaato”,
"3poaTHiCTb BNNMBATK Ha LUBUAKICTb peakuii npu
KepyBaHHi aBToTpaHcnopToM abo iHWMMn
MexaHiamamu", "Cnoci6 3acTocyBaHHs Ta 4o3un"
(wopo 6e3nekn), "MobiyHI peakuii” BianoBigHO Ao
OHOBJEHOI iHchopMmalii 3 6e3nekn AitoyHoi pe4oBUHN.
MepioanyHiCTb NOAAHHA perynsapHO OHOBIIOBAHOIO
3BiTy 3 6e3neku, BiaNoBigHO A0 Mopsiaky 3[iNCHEHHS
hapmakoHarnsay, 3aTBepaKeHoro Hakasom
MiHicTepcTBa 0XopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHictepcTBa
OXOpOHM 300pOB'A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamMM,
3a3HaYeHNMM y NepioaNYHOCTI NOAAHHS PErYNAPHUX
3BITiB 3 6e3neku.

13.

XEJMNEKC®
AHTMKONA
HEO

NOPOLLOK Ansi
OparnbHOro Po3ynHy 3
TNIMMOHHVM CMaKoM Mo
4 r nopoLuUKy B calle;
no 10 cawe B
KapTOHHiIN kopobui

TOB "Mosi
Xenc"

YkpaiHa

Annekc ®apma CA

LLiBenyapia

nepepeecTpauis Ha HeobMexeHWn TepMiH
OHoBReHo iHopMmaLito B iIHCTPYKLIT ANS MeanyHoro
3acTocyBaHHs y po3ginax: "®apmakonorivHi
BnactmBocTi", "MNoka3aHHa" (YTOYHEHHS),
"MpoTunokasanHs", "Baaemopgis 3 iHLWMMK
nikapcbkumm 3acobamm Ta iHWi Buam B3aemogin”,
"OcobnuBocTi 3acTocyBaHHSA", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaat”
(yTouHeHHs), "3paaTHiCTb BINMBATH Ha LUBMAKICTb
peakLjii npy kepyBaHHi aBToTpaHcnopToM abo
iHLWKMK MexaHismamn”, "MNepeno3yBaHHs", "Mo6iYHi
peakuii” woao 6e3nekn 3acTocyBaHHSA NikapCbKoro
3acoby.

MepioanyHiCTb NOAaHHA perynsapHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsaKy 34iCHEHHs
hapmakoHarnsgy, 3aTBepAXXeHOro Hakasom
MiHicTepcTBa oxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 300pOB'A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpoKamu,
3a3HaYeHNMM y NepioANYHOCTI NOAAHHS PEryNApHUX
3BITIB 3 6e3neku.

be3
peuenma

nidnsieae

UA/15354/01/01

14.

XEJMNEKC®
AHTMKONA
HEO

NOPOLLOK Ans
OparnbHOro po3ynHy 3
ManuHOBMM CMaKoMm
no 4 r NopoLuKy B
cawe; no 10 cawe B
KapTOHHiIl kopobuyi

TOB "Mosi
Xenc"

YkpaiHa

Annekc ®apma CA

LLisenuapis

nepepeecTtpadis Ha HeOBMeXeHUIA TEPMIH
OHoBReHo iHopMaLito B iHCTPYKLii Ans MeanyHoro
3acTocyBaHHS y posginax: "®apmakonoriyHi
BnactmBocTi", "lMNoka3aHHsa" (YTOYHEHHS),
"MpoTunokasanHs", "Baaemopisa 3 iHLWMMK
nikapcbkumm 3acobamu Ta iHWi BuaM B3aemogin”,
"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpygar”

6e3
peuyenma

nidnsieae

UA/15355/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymosu Peknam Homep
n/ | nikapcbkoz2o0 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
(yTouHeHHs), "3aaTHiCTb BINMBATK Ha LUBMAKICTb
peakuii Npy kepyBaHHi aBToTpaHcnopTom abo
iHWK1MK mexaHismamun®, "lMNepenosyBaHHs", "MobiyHi
peakuii" woao 6e3nekn 3acTocyBaHHS MikapCbKOro
3acoby.
MepiognyHicTb NogaHHs perynspHoO OHOBIHOBAHOIO
3BiTy 3 6e3neku, BiaNoBiaHO Ao Mopsiaky 3[iNCHEHHS
dapmakoHarnsay, 3aTBepAkeHoOro Hakasom
MiHicTepcTBa 0XOpoHM 300p0oB’'st YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOpOHM 300pOB'A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3Ha4YeHNMM y NepioANYHOCTI NOAAHHS PErynsipHUX
3BiTiB 3 6e3neku.
15. | ULUMPO®IIOK | Tabnetku, BKpUTI Tosapwucteo Ykpaina BCi cTagii Ykpaina nepepeecTpauis Ha HeobMeXeHU TEPMIH 3a He UA/4759/02/01
CAUUMH 0bornoHkoto, no 250 3 BUPOBHMUTBA, 3MiHu BHEeCeHO A0 IHCTPYKLUii AN MeauyHoro peuenmom | nidnsizae
mr; no 10 TabneTok y obmexeHo KOHTPOIb SIKOCTI, 3aCTOCYBaHHS NiKapCbKoro 3acoby 4o po3ainis
6nictepi, no 1 Bignosiganb BUMYCK Cepii: "OcobnueocTi 3acTtocyBaHHA" Ta "MMo6iYHI peakwuii”
6nictepy B kopobui HiCcTIO ToBapucTtBeo 3 BiZNOBIQHO [0 OHOBMEHOI iHpopMmaLii 3 6esneku
"OocnigHni 0oBMexeHo Lito40i pevoBmHU nikapcbKkoro 3acoby.
3aBof BignoBiganbHiCcTO [MepiognyHiCTb NOAaHHA perynspHO OHOBIIOBAHOIO
"rHUnC" "papmaueBTnYHa 3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaKy 3aiCHEHHs!
KOMMaHis dapmakoHarnsay, 3aTBepAkeHoro Haka3om
"3popos's", MiHicTepcTBa oxopoHu 300poB’a Ykpainu Big 27
YkpaiHa; rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
BCi cTagii MiHicTepcTsi tocTuii Ykpainum 29 ciuna 2007 poky 3a
BMPOGHMLTBA, Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
KOHTPOrb SIKOCTI, OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs 2016
BUNYCK cepii: poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
ToBapucTso 3 3a3HaYeHVMN Y NEPIOANYHOCTI MOAAHHS PErynsipHUX
obmexeHoto 3BiTIB 3 6e3neku.
BiAnoBiganbHIiCTO
"OocnigHuii 3aBog
"rHUnc,
YkpaiHa
16. | LUPPAH TabneTtkn, BKpUTI CaH IHais CaH IHais nepepeecrtpauis Ha HeobMexeHu TepMiH 3a He UA/2897/01/02
obornoHkoto, no 500 dapmacbloT dapmacbioTumkan OHoBneHo iHopMaLito B iHCTPYKLUiT Ans MeandHoro | peuenmom | nidnseae
mr; no 10 TabneTok y nkan IHgacTpis JlimiTen 3acTocyBaHHS NnikapCcbKoro 3acoy y posginax
6nictepi; no 1 IHpacTpi3 "B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta
GnicTepy y KapTOHHIl Nimiteq iHWi BMAam B3aemopin", "OcobnusocTi

Kopobui

3acTocyBaHHs", "Cnocib 3acTocyBaHHsA Ta Jo3un",
"MoGiyHi peakuii" BiZNOBIAHO 4O OHOBMNEHOT
iHpopmalii Wwoao 6e3neku Qikoyoi pevoBUHM.
MepioanyHiCTb NoAaHHS perynspHO OHOBIIOBAHOIO
3BiTy 3 6e3neku, BiAnoBigHO Ao Mopsaky 34iNCHEHHs!
hapmakoHarnsiay, 3aTBepaKeHoro Hakasom
MiHicTepcTBa 0xopoHu 300poB’sa Ykpainu Big 27
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Ne
n/

Hasea
JliKapCcbKO20
3acoby
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Kpaina
3asieHUKa

Bupo6Huk
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Ymoeu
sionycky
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Homep
peecmpauiliHo2o
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rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii Ykpainum 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOpOHM 300pOB'A Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3HaYeHVMK Y NePiOANYHOCTI MOAAHHSA PErynapHUX
3BITiB 3 6e3neku.

B.o. leHepanbHOro aoMpeKkropa
OupekTopaTy thapmaueBTUYHOro 3abesneyvyeHHs

IBaH 3SAIBOPHUX




