NEPENIK
NEPEPEECTPOBAHUX JNIIKAPCbKMX 3ACOBIB (MEAUYHUX IMYHOBIONOIN4YHUX NPEMAPATIB), AAKI BHOCATbLCA
A0 OEPXXABHOIO PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHU

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 10.02.2022 Ne 278

o6onoHkoto, no 100
Mr, no 14 TabneTtok y
6nictepi; no 1 abo 4
Gnictepu B
KapTOHHiI kopobuyi

NpoAYyKLii Ta KOHTPOsb
skocTi: KOCBb ®apma
C.A., benbris;
BUPOGHMK
Hepo3dhacoBaHoI
npoaykKLii Ta KOHTPOIb
akocTi: Encika
dapmacbioTukana

MeAMYHOro 3aCTOCyBaHHsI NikapCcbkoro 3acoby B
po3ainax "B3aemogis 3 iHWKMKM nikapcbknmmn
3acobamu Ta iHWi BUan B3aemopin",
"OcobnueocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHs Ta 4o3n" (YTOUYHEHHs iHopmaLi),
"Mo6ivHi peakuii" BignoBigHO 40 MaTepianis
peecTpaLuinHOro AoCheE.
MepiognyHICTb NOAaHHSA perynspHo

Ne Haszea ®Popma sunycky 3asisHuUK Kpaina Bupo6Huk KpaiHa Peecmpauyilina npoyedypa Ymoesu Peknamy Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa eionycky 8aHHs peecmpayitiHo2o
n 3acoby ynakoeka) noceid4yeHHs
1. BIMMNAT® TabneTkn, BKpUTI KOCB dapma Benbris BUPOBHUK Benbrisi/ nepepeecTpadis Ha HeobMexeHWn TepMiH 3a He UA/10825/01/01
NniBKOBOKO C.A Hepo3dhacoBaHoi HimeuunHa OHOBMEHO iHhopMmaLito B iHCTPYKUii Anst peuenmom nidnseae
obonoHkoto, no 50 NPOAYKLiT Ta KOHTPOrb MeAMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby B
Mr, no 14 TabneTtok y sikocTi: OCB dapma posginax "Bsaemogaia 3 iHWnumm nikapCbknmm
6nictepi; no 1 abo 4 C.A., benbris; 3acobamu Ta iHWi BUAn B3aemogain",
Gnictepu B BUPOBHUK "OcobnusocTi 3acTocyBaHHs", "Cnocib
KapTOHHIl kopobui Hepo3dacoBaHoI 3acTocyBaHHs Ta 4o3n" (YTOYHEHHs iHdopmaLi),
NpoAyKLii Ta KOHTPOIb "Mo6iuHi peakuii" BignoBigHO 40 MaTepianis
akocTi: Elicika peecTpaLinHOro AoCheE.
dapmacbioTukana [MepioAnyHiCTb NOAaHHA perynspHo
'M6X, HimeuunHa; OHOBIIIOBAHOIO 3BiTy 3 6e3neku, BiANoBiaHO OO
nepBMHHE Ta BTOPUHHE Mopsaky 3aincHeHHs dpapmakoHarnsagy,
nakyBaHHs: 3aTBepOKeHoro Hakasom MiHicTepcTBa OXOPOHM
Ewncika 300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
dapmacbioTukana 898, sapeectposaHoro B MiHicTepcTBi toCTuULi
MM6X, HimeuuunHa; Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
BMPOGHMK pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
BignosiganbHWM 3a Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
BUMYCK cepii Ta CTaHOBWTb: 3rigHO 3i CTPOKaMK, 3a3HaYEHUMN Y
KOHTPOMb SIKOCTI: nepioguYHOCTI MOAAHHSA perynsipHUX 3BiTiB 3
Ewncika 6esnekn
dapmacbtoTrkana
m6X, HimeyuunHa
2. BIMMAT® TabneTku, BKpUTI KOCB dapma Benebris BUPOGHMK Benbrisi/ nepepeecTtpadisi Ha HeOBMeXeHUIA TEPMIH 3a He UA/10825/01/02
NMiBKOBOKO C.A Hepo3dhacoBaHoi HimeuyunHa OHOBMEHO iHhopMaLito B iHCTPYKLUii aAnst peuenmom nidnsieae
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IIponoBxkeHHs gonarka 2

obonoHkoto, no 200
mr, no 14 TabneTok y
6nictepi; no 1 abo 4
Gnictepu B
KapTOHHiI kopobLyi

NpoAYyKLii Ta KOHTPOsb
sikocTi: OCB dapma
C.A., benbris;
BUPOGHMK
Hepo3dhacoBaHoi
npoaykKLjii Ta KOHTPOsb
sKocTi: Encika
dapmacbioTukana
'm6X, HimeuunHa;
nepBUHHE Ta BTOPUHHE
nakyBaHHsi: Elicika

MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby B
po3ginax "Bsaemopis 3 iHWMMU nikapCbKumu
3acobamu Ta iHWi BUan B3aemopin",
"OcobnueocTi 3acTocyBaHHs", "Cnocib
3aCTOCYyBaHHA Ta A03n" (YTOUHEHHs iHdopMmaLii),
"Mo6ivHi peakuii" BignoBigHO 40 MaTepianis
peecTpaLuinHOro AoCheE.
MepioanyHicTb NogaHHsA perynspHo
OHOBIOBAHOTO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs papmakoHarnsagy,
3aTBepAKeHoro HakasomM MiHicTepcTBa OXOPOHM

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymoesu Peknamy Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa eidnycky 8aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
M'mM6X, HimeuuunHa; OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
nepBvHHE Ta BTOPUHHE Mopsaaky 3aiicHeHHs dapmakoHarnsay,
nakyBaHHs: Eiicika 3aTBepaAKeHoro Hakasom MiHicTepcTBa OXOPOHU
dapmacbtoTrkan3 300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
'M6X, Himeuyumna; 898, 3apeectpoBaHoro B MiHicTepcTBi toCTuULji
BMPOGHMK Yxpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
BignoBiganbHWIM 3a pepakuii Hakady MiHicTepcTBa OXOpPOHU 340pOB'A
BUNYCK cepii Ta Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
KOHTPOIb SIKOCTi: CTaHOBWTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
Ewncika nepioanNYHOCTI MOAaHHSA PerynsapH1X 3BiTiB 3
dapmacbioTukana 6esnekn
'm6X, HimeuunHa
3. BIMMAT® TabneTkn, BKPUTI HOCB ®apma Benbrisa BUPOBHUK Benbris/ nepepeecrtpauis Ha HeobMexeHn TepMiH 3a He UA/10825/01/03
NniBKOBOK C.A Hepo3dacoBaHoI Himeyumna OHoBnMeHo iHdopMaLito B iHCTPYKUIiT Ans peuenmom nidnsieae
obornoHkoto, no 150 npoaykKLii Ta KOHTPOrb MeAMNYHOro 3aCTOCyBaHHS NikapCbkoro 3acoby B
Mr, no 14 TabneTtok y akocti: KOCb ®apma po3sginax "Bsaemopis 3 iHWMMM fikapCbKumu
6nictepi; no 1 abo 4 C.A., Benbris; 3acobamu Ta iHWi BUan B3aemogin",
Gnictepn B BUPOBHUK "OcobnuBocTi 3acTocyBaHHs", "Cnocib
KapTOHHIN kopobLi HeposdacoBaHoi 3acTocyBaHHS Ta 4o3n" (YTOYHEHHs iHdopmaLii),
NPOAYKLiT Ta KOHTPOrb "Mo6iyHi peakuii" BignoBigHO 4O MaTepianis
siKocTi: Encika peecTpavinHOro AOChE.
dapmacbtoTukana MepioanyHiCTb NoAaHHS perynspHo
'M6X, HimeuunHa; OHOBIOBAHOrO 3BIiTYy 3 6e3neku, BiANOBIAHO 0
nepBvHHE Ta BTOPUHHE Mopsaaky 3aiicHeHHs dapmakoHarnsay,
nakyBaHHs: Encika 3aTBepAkeHoro Haka3om MiHicTepcTBa OXOPOHM
dapmacbioTukana 3a0poB’a Ykpainu Big 27 rpyaHa 2006 poky Ne
'M6X, HimeuyumnHa; 898, 3apeecTpoBaHoro B MiHicTepcTBi roCTULi
BMPOGHMK Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
BignoBiganbHUN 3a pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
BMNYCK cepii Ta Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
KOHTPOIb SIKOCTi: CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
Encika nepiognYHOCTI NoAAHHA perynspHUX 3BiTiB 3
dapmacbioTukana besnekun
'M6X, HimeyunHa
4. BIMMNAT® TabneTkn, BKpUTI FOCB ®apma Benebriga BMPOGHMK Benbria/ nepepeecTpais Ha HeobMeXeHU TEPMiH 3a He UA/10825/01/04
NMiBKOBOKO C.A Hepo3dhacoBaHoi HimeuyunHa OHoBReHo iHdopMaLito B iHCTPYKUIT Ans peuenmom nidnsieae
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IIponoBxkeHHs gonarka 2

no 4 6nictepu B
KopobLi 3 KapTOHY

posginax: "lNMokasaHHsA", "B3aemogis 3 iHLMMK
nikapcbknummn 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnusocTi 3acTocyBaHHs", "3acTocyBaHHS Yy
nepiop BariTHocTi abo rogyBaHHS rpyaato”,
"3QaTHICTb BNNMBATKU Ha LWBWUAKICTb peakuii npu
KepyBaHHi aBToTpaHcnopToM abo iHWMMK
mexaHiamamu", "Cnoci6 3acTocyBaHHs Ta 031",
"Mepeno3yBaHHs", "MobivHi peakuii” BignoBigHO
00 iHopMaLlii LWoao MeANYHOrO 3aCTOCYBaHHS
pedhepeHTHOro fikapcbkoro 3acoby
(IBOMNPUHO3UH, Tabnetkn no 500 mr).
MepioanyHicTb NoaaHHs perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepakeHoro Hakasom MiHicTepcTBa OXOPOHM
3g0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Yxpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepiognYHOCTI NoAaHHA perynsipHUX 3BiTiB 3
6esneku.

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymoesu Peknamy Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa eidnycky 8aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
dapmacbtoTukan3 300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
'MBX, Himeuyumnna; 898, 3apeectpoBaHoro B MiHicTepcTBi toCTuULji
BMPOGHMK Yxkpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
BignoBiganbHWIM 3a pepakuii Hakady MiHicTepcTBa OXOpPOHU 340pPOB'A
BMNYCK cepii Ta Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
KOHTPOMb AKOCTI: CTaHOBUTL: 3riAHO 3i CTPOKaMW, 3a3HaYEHNMN Y
Ewncika nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
dapmacbtoTrkana Gesnekn
'm6X, HimeuunHa
5. rPUN-reAH rpaHynmno 10ry MpAT YkpaiHa MpAT "HauioHanbHa Ykpaina nepepeecTtpauis Ha HeobMeXeHU TEPMIH bes lidnazae UA/3810/01/01
ONTAYNNA nexHani "HauioHanbH [omeonaTtuyHa Cninka" [MepioAnyHiCTb NOAaHHA perynspHo peuyenma
noniMepHomy; no 1 a OHOBIOBAHOTO 3BiTy 3 6e3neku, BiANOBIAHO A0
neHany B navui 3 [omeonaTny Mopsaaky 3aiicHeHHs dapmakoHarnsay,
KapTOHY Ha Cninka" 3aTBepaAKeHOro Hakasom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMW, 3a3HaYeHMK Y
NepioANYHOCTI MOAAHHSA PErynsapHuX 3BiTiB 3
6esneku.
6. rPOMPUM Tabnetkn, no 500 mr TOB YkpaiHa TOB "ACTPAGAPM" YkpaiHa nepepeecTtpadisi Ha HeOOMeEXEHU TEPMIH 3a He UA/15916/01/01
no 10 tabnetok y "ACTPADAP OHOBEHO iHhopMaLito B iHCTPYKLUii aAnst peuenmom nidnsieae
6nicTepi; no 2 abo Mm" ME[MYHOrOo 3aCTOCYBaHHs NikapcbKoro 3acoby y
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IIponoBxkeHHs gonarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamy
B8aHHs

Homep
peecmpauiliHo2o
noceid4yeHHs

EM3UO®

NOPOLLIOK A4S
PO34MHY Ans
iH"ekuin, no 500 wmr;
no 1 cnaxkoHy B
KapTOHHIN ynakoBLj

Abpun
dopmynenLu
H3 [BT. Jl1g

IHAis

HekTap Jlandcantcis
Tlimiten

IHaisa

MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH.
OHoBneHo iHdopmaLito B iHCTPYKUIT Ans
MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
posginax: "lNokasaHHa" (yTOYHEeHHS iHdopmalLlii),
"Cnocib 3acTocyBaHHs Ta 031" BiANOBIAHO A0
iHcpopMmalii oo MeanyHOro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (POPTYM,
NOPOLLIOK ANSA PO34YNHY ANS iH EKLiR).
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO 0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM 340pPOB's
Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6esnekw.

3a
peuenmom

He
nidnsieae

UA/15613/01/02

EM3NO®

NOPOLLIOK Ans
PO34MHy Ans

iH ekuin, no 1000 wmr;
no 1 dnakoHy B
KapTOHHI ynakoBuj

Abpun
dopmynenLl
H3 IMBT. JlITa

IHAis

HekTap JlandcanHcia
Jlimiten

IHgia

MepepeecTpalisi HA HEOOMEXEHUIA TEPMIH.
OHoBReHo iHdopMmaLito B iHCTPYKUIT Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
poaginax: "lNokasaHHs" (yTouHeHHs iHpopmalLlii),
"Cnocib 3acTtocyBaHHsi Ta 40O3K" BIiANOBIAHO OO
iHbopMmaLii Woao MeguyHoOro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (POPTYM,
NOPOLLIOK ANSA PO3YNHY ANS iH EKLUi).
MepioanyHicTb NoaaHHS perynspHo
OHOBIOBaHOrO 3BiTy 3 6e3neku, BiANOBIAHO 0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAkeHoro Haka3om MiHicTepcTBa OXOPOHM
3p0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULi
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioguYHOCTI NogaHHA perynsipHuX 3BiTiB 3
6esneku.

3a
peuenmom

He
nidnsieae

UA/15613/01/01

KnoaneoEH

Kpanni OYHi, PO34uH,
1 mr/mMn; no 5mny
dnakoHi-
KpanenbHu1ui; no 1
dnakoHy-
KpanenbHuLi B
KapTOHHiI kopobLyi

YOPI
MEOVLIWH
nTo

[pysis

K.O. Pomdapm
Komnani C.P.J1.

PymyHis

nepepeecTpauis Ha HeobMmexeHu TepMiH
OHoBnMeHo iHopMaLito B iHCTPYKUIiT Ans
ME[MYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
po3sginax "lMNokasaHHs" (pegaryBaHHs),
"®apmakonoriyHi BnactmeocTi" (Loao 6e3neku),
"B3aemogis 3 iHWK1MKM nikapcbknMun 3acobamu Ta
iHWi BMAwn B3aemogain”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHs rpygar”, "Oitn"

3a
peuernmom

He
nidnsieae

UA/15869/01/01
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IIponoBxkeHHs gonarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamy
B8aHHs

Homep
peecmpauiliHo2o
noceid4yeHHs

(peparyBaHHs1), "lMNepeno3yBaHHs”, "MobiuHi
peakuii" BignoBigHO 4O OHOBMEHOI iHpopmalii 3
6e3nekun Oitoyoi pevyoBUHMN.
MepioanyHicTb NoAaHHA perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aincHeHHs dpapmakoHarnsgy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTHLi
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM 340pPOB's
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YEHUMN Y
NepioANYHOCTI MOAAaHHSA PerynsapHuX 3BiTiB 3
6e3nekw.

10.

JNENCIKAO

TabneTkn, BKpUTI
NniBKOBOKO
o6ornoHkoto, no 250
mr; in bulk: Ne 5000
y nonieTuneHoBoMy
nakerti

[bxy6inant
[hxeHepikc
TimiTen

IHAisA

[bxy6inaHT xeHepikc
Jlimiten

IHais

MepepeecTpadist Ha 5 pokis
MepioanyHiCTb NoAaHHS perynspHo
OHOBIOBAHOrO 3BIiTYy 3 6e3neku, BiANOBIgHO 0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepiognYHOCTI NoAaHHA perynspHUX 3BiTiB 3
6esneku.

He
nidnsieae

UA/15522/01/01

11.

JNIENCIKAQ

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 500
mr; in bulk: Ne 5000
y nonieTuneHoBoMy
naketi

[xy6inaHt
[xeHepikc
NimiTen

IHAis

[xyGinaHT [dxeHepikc
Timiten

IHgia

MepepeecTpauis Ha 5 pokis
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBepAKeHoro Hakazom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pOB's
Ykpainu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMW, 3a3HaYeHUMK y
nepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3
6esnekw.

He
nidnsieae

UA/15522/01/02

12.

NENCIKAL

TabneTku, BKPUTI
NMiBKOBOKO
o6ornoHkoto, no 750
mr; in bulk: Ne 5000
y NonieTuneHoBoMy
naketi

[xy6inaHt
[xeHepikc
Nimiten

IHAis

[xyGinaHT dxeHepikc
JlimiTen

IHaisa

MepepeecTpauis Ha 5 pokis
MepioanyHicTb NoaaHHs perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs papmakoHarnsagy,
3aTBepOkeHoro Haka3om MiHicTepcTBa OXOPOHM
3g0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi loCcTuULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y

He
nionsieae

UA/15522/01/03
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IIponoBxkeHHs gonarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamy
B8aHHs

Homep

peecmpauiliHo2o

noceid4yeHHs

pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3riAHO 3i CTPOKaMW, 3a3HaYeHMN Y
nepioAnNYHOCTI NOAAaHHSA PerynsapHMX 3BiTiB 3
6e3neku.

13.

JIENCIKAO

TabneTtkn, BKpUTI
NNiBKOBOKO
ob6onoHkoto, no 1000
mr; in bulk: Ne 5000
y nonieTuneHoBoMy
nakeri

[xy6inaHt
[xeHepikc
TimiTeqn

IHAis

Ixy6inaHT [IxeHepikc
Tlimiten

IHgia

MNepepeecTpauis Ha 5 pokiB
MepioanyHicTb NoAaHHA perynspHo
OHOBOBAHOTO 3BIiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aincHeHHs dpapmakoHarnsgy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YEHUMN Y
NepioANYHOCTI MOAAHHS PerynsapHuX 3BiTiB 3
6e3nekw.

He
nidnsieae

UA/15522/01/04

14.

JNENCIKAO

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkot, no 250
mr; no 10 TabneTok y
6nictepi; no 3
Gnictepn y
KapTOHHIN kopobLyi

[bxy6inant
IbxeHepikc
TimiTen

IHAisA

[bxy6inaHT [xeHepikc
Timiteq

IHais

MepepeecTpadist Ha 5 pokis
OHoBnMeHo iHdopMaLito B iHCTPYKUIiT Ans
MeAMYHOro 3acTOCyBaHHS NikapCcbkoro 3acoby y
posginax: "®apmakornoriyHi BnactneocTi",
"Moka3aHHs" (pegaryBaHHs TekcTy), "B3aemopis 3
iHLWIMMKM niKapcbkUMK 3acobamu Ta iHLWi BUuam
B3aemogin", "OcobnmneocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaatw”, "3aaTHicTe BNNMBaTh Ha
LUBMAKICTb peakLii Mpy KepyBaHHI
aBTOTpaHCNOpTOM abo iHWKMMKU MexaHiamamn”,
"Cnoci6 3acTtocyBaHHs Ta go3u", "Oitn"
(iHdbopmauisa 3 6e3nekn), "TobivHi peakwii”
BignoBigHO A0 iHbopMaLii LWoAo MeanYHOro
3acToCcyBaHHSA pedpepeHTHOro nikapcbkoro 3acoby
(KETMMPA®, TabneTku, BKpUTI 0GOMOHKOH0).
MepioanyHicTb NoaaHHsS perynspHo
OHOBOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepakeHoro Haka3om MiHicTepcTBa OXOPOHM
3g0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YEHUMN Y
nepioguYHOCTI NogaHHA perynsipHuX 3BiTiB 3
6esneku.

3a
peuernmom

He
nidnsieae

UA/15521/01/01

15.

NENCIKAL

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkow, no 500

[xy6inaHt
[xeHepikc
JliviTeq

IHAis

[xyGinaHT [dxeHepikc
TNimiten

IHaia

MepepeecTpauis Ha 5 pokis
OHoBMeHo iHopMaLito B iHCTPYKUIiT Ans
MeOMYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby y

3a
peuernmom

He
nidnsieae

UA/15521/01/02
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IIponoBxkeHHs gonarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamy
B8aHHs

Homep

peecmpauiliHo2o

noceid4yeHHs

Mr; no 10 TabneTok y
GnicTepi; no 3
Gnictepn y
KapTOHHi kopobui

posainax: "®apmakonoriyHi BnactneocTi”,
"MokasaHHA" (pegaryBaHHsl TekcTy), "B3aemogis 3
iHLWMMM nikapcbkumm 3acobamm Ta iHWi Buam
B3aemogin", "OcobnmeBocTi 3acTocyBaHHs",
"8acTocyBaHHs y nepiof BariTHoOCTi abo
rogyBaHHs rpyaarw”, "3aaTHicTe BNNMBaTh Ha
LUBMAKICTb peakLii Npu KepyBaHHI
aBTOTPAHCMNOPTOM ab0 iHWMMU MexaHi3mamn",
"Cnoci6 3actocyBaHHs Ta gosun", "Oitn"
(iHdbopmauisi 3 6e3nekm), "MobiyHi peakuii”
BiAMNOBIAHO A0 iHbopMaLii LLOA0 MEeANYHOTOo
3acTOCyBaHHsI pedpepeHTHOro fnikapcbKoro 3acoby
(KETMPA®, TabneTku, BKpUTI OGOMOHKOI0).
MepioanyHiCTb NoAaHHS perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIgHO 40
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAKeHOro Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULi
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rAHO 3i CTPOKaMU, 3a3Ha4YEeHUMN Y
nepiognNYHOCTI MOAAHHA perynspHuX 3BiTiB 3
6esneku.

16.

JNENCIKAO

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 750
mr; no 10 TabneTok y
6nicTepi; no 3
Gnictepn y
KapTOHHIN kopobLyi

[bxy6inaHt
[xeHepikc
NimiTen

IHAis

[bxy6inaHT [xeHepikc
Timiten

IHais

MepepeecTpalist Ha 5 pokiB
OHoBneHo iHopMaLito B iHCTPYKUIiT Ans
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
posginax: "®apmakonoriyHi BnacTneocTi",
"Moka3aHHs" (pegaryBaHHs TekcTy), "B3aemopis 3
iHLIMMM nikapcbkumy 3acobamu Ta iHWi Buam
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHsa rpyaat”, "3gaTtHicTb BnnvBaTu Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHCNOpTOM abo iHWKMMKU MexaHismamn”,
"Cnoci6b 3acTocyBaHHs Ta goau", "Oitn"
(iHdbopmauisa 3 6e3nekn), "MobiuHi peakw;ii”
BignoBigHO A0 iHopMaLii LWoao MeanyHoro
3acTOCyBaHHsi pedhepeHTHOro nikapcbKoro 3acoby
(KEMMPA®, TabneTku, BKpUTI 0GOMOHKOH).
[MepiognyHiCTb NogaHHA perynspHo
OHOBOBAHOTO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepaKeHoro Hakazom MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi roCTULT
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
peAakuii Hakasy MiHicTepcTBa 0XOpOHM 340pOB's

3a
peuernmom

He
nidnsieae

UA/15521/01/03
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IIponoBxkeHHs gonarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamy
B8aHHs

Homep

peecmpauiliHo2o

noceid4yeHHs

Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioAnNYHOCTI MOAAHHA perynspHuX 3BiTiB 3
6e3nekw.

17.

JIENCIKAO

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkoto, no 1000
mr; no 10 TabneTok y
Gnictepi; no 3
6nictepu y
KapTOHHIN kopobLi

[xy6inaHt
[bxeHepikc
NimiTeq

IHAis

Ixy6inaHT [IxeHepikc
Jimiteq

IHgia

MNepepeecTpauis Ha 5 pokis
OHoBneHo iHdopMaLito B iHCTPYKUIiT Ans
MeaMYHOro 3acTOCyBaHHSI Nikapcbkoro 3acoby y
posginax: "®apmakonoriyHi BnactneocTi”,
"MokasaHHsA" (peparyBaHHs TekcTy), "B3aemopis 3
iHLWIKXMKM nikapcbkuMK 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmneocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaat”, "3gatHicTb BNnvMBaTu Ha
LUBMAKICTb peakLii Npy KepyBaHHI
aBTOTPaAHCNOPTOM abo iHWKMMK MexaHismamn",
"Cnoci6b 3acTocyBaHHsa Ta gosu", "Oitn"
(iHdbopmauisa 3 6e3nekn), "TobivHi peakuii”
BiANoBigHO A0 iHbopMaLii Wwoao MeanyHoro
3aCTOCyBaHHS pedepeHTHOro nikapcbKkoro 3acoby
(KETMNPA®, TabneTku, BKpUTI 0BOMOHKOI0).
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIIOBAHOTO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepaAKeHOro Hakasom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMU, 3a3Ha4YEHMU Y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6esneku.

3a
peuernmom

He
nidnsieae

UA/15521/01/04

18.

METPOIN®

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 200
Mr, no 10 TabneTtok y
6nictepi, no 2 abo
10 GnicTepiB y
KOpoGLi 3 KAapTOHY

"FOHik
dapmacbioTu
Kan
IlabopaTopia
" (BiogineHHs
dipmu "Ix.
B. Kemikans
eHn
dapmacbloTu
kan3 Nnra.")

IHAis

HOHik ®apmacbloTukan
JlabopaTtopis
(BipaineHHs dipmun
"Ix. b. Kemikana eHg
dapmacboTukan3
Nt

IHgia

nepepeecTtpadisi Ha HeoOMeXeHUIA TEPMIH
OHoBneHo iHopMmaLito B IHCTpyKUii Ans
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
posginax "lMpoTunokasaHHs", "B3aemopgis 3
iHLWIMMM nikapcbkumy 3acobamu Ta iHWi BUuam
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” (yTouHeHHs iHpopmallii), "
3paTHicTe BNNMBaTK Ha WBUAKICTb peakLii npu
KepyBaHHi aBTOTpaHCMOPTOM abo iHWMMUK
MexaHiamamu", "Cnocib 3acTtocyBaHHs Ta [o3n"
(yTouHeHHs iHdopmalii), "MobiyHi peakuii”
BiAMNOBIAHO 4O OHOBMEHOI iHpopMaLii 3 6e3neku
3acTOCyBaHHS fil040i PE4YOBUHM.
MepioanyHicTb NoaaHHsS perynspHo
OHOBIOBAHOrO 3BIiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHs dapmakoHarnsay,

3a
peuenmom

He
nidnsieae

UA/2871/02/01
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IIponoBxkeHHs gonarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamy
B8aHHs

Homep

peecmpauiliHo2o
noceid4yeHHs

3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioAnNYHOCTI NOAAHHSA PerynsapHuX 3BiTiB 3
Ge3nekw.

19.

METPOrii®

TabneTku, BKPUTI
NniBKOBOKO
obornoHkot, no 400
mr, no 10 TabneTok y
6nictepi, no 2 abo
10 GnicTepiB y
KopobLi 3 KapTOHY

"HOHiK
dapmacbioTu
Kan
JlabopaTtopis
" (BioaineHHs
dipmn "OXK.
B. Kemikans
eHa
dapmacbkioTn
kana Jlta.")

IHAis

HOHik ®apmacbioTukan
JlabopaTtopi3
(BiogineHHst ipmun
"x. Bb. Kemikana eHg
dapmacbtoTrkan3
Nra.")

IHaisa

nepepeecTpaLisi Ha HEOOMEXEHUI TEPMIH
OHoeneHo iHopMmaLito B IHCTpyKuUii Ans
MeAMYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby y
posginax "lMpoTunokasaHHs", "B3aemopis 3
iHLWIMMM nikapcbkumy 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaar” (yTouHeHHs iHpopmallii), "
3aaTHICTb BNNMBATK Ha LWUBUAKICTb peakwii npu
KepyBaHHi aBTOTpaHCNOPTOM abo iHWnMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta fo3n"
(yTouHeHHs iHdopmaLii), "MobivHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
3aCTOCYyBaHHS Ail040i PEHYOBUHM.
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAKeHoro Hakazom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpOHM 340pOB's
Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMW, 3a3HavYeHUMn y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6esneku.

3a
peuenmom

He
nidnsieae

UA/2871/02/02

20.

MINAPOHAT
®

Kancynv TBepAi no
250 mr, no 10
Kancyn y 6nictepi;
no 2 a6o 4 6nictepu
B NauyLi 3 KapToHYy

AT
"IpiHoekc"

JatBia

AT "I'piHgekc"

IartBis

nepepeecTtpadis Ha HeOBMeXeHU TEPMIH
MepioanyHicTb NoaaHHS perynspHo
OHOBOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs papmakoHarnsagy,
3aTBepakeHoro Hakasom MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi loCTuULi
Yxpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOpPOHU 340POB'A
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3nekw.

6e3
peuyenma

nidnsieae

UA/16049/01/01

21.

HIKOTUHOB

KpucTaniyHmm

ToBapuncTBO

YkpaiHa

Ixi. AMOPEN

IHaia

nepepeecTpauis Ha HeobMexXeHU TepMiH

He

UA/16422/01/01
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IIponoBxkeHHs gonarka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymoesu Peknamy Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa eidnycky 8aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
A KUCNOTA NOpPOLLIOK 3 JIABOPATOPI3 nidnszae
(cybeTaHuis) y obmexeHo
NoABINHNX BignoBsiganb
nonieTMneHoBnx HiCTIO
nakeTtax gns "®apmaueBT
hapmMaLEeBTUHHOIO nyHa
3acToCyBaHHA KOMNaHis
"3gopos's"
22. | NNIOWA cupon, no 100 mn MpAT YkpaiHa MpAT dapmaueBTnyHa Ykpaina nepepeecTpaLlisi Ha HEOBMEXEHW TEPMiH bes nidnszae UA/16241/01/01
cupon abo no 200 mny dapmaueBTn ¢abpuka "Biona" OHoBneHo iHdopMauiio B IHCTpYKLUii Ans peuenma
dnakoHax CKNSHNUX YyHa MeAMYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby y
abo nonimepHux; No dabpvika posginax "lMNpoTtunoka3aHnHs", "OcobnmsocTi
1 donakoHy y nayui 3 "Biona" 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un"
KapTOHY (yTouHeHHs iHdopmaLii), "MobivHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
3aCTOCYyBaHHS Ail040i PEHYOBUHM.
[MepioAnyHiCTb NOAAHHA perynspHo
OHOBIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOpPOHU
300poB’a Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMW, 3a3HavYeHUMK y
nepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3
6esneku.
23. | MPOMI®EHA | kpuctanivyHuin ToBapucTtBo YkpaiHa Bani ®apma Jlabe Nta IHAis nepepeecTtpadisi Ha HeoOMeXeHUIA TEPMIH - He UA/16401/01/01
30H NMOpPOLLIOK 3 nionszae
(cybeTaHuis) y obmexeHoto
NOABINHNX BignoBsiganb
nonieTuneHoBmx HiCTIO
nakeTax gns «XapkiBCbke
capmaLeBTUYHOro capmaneBTn
3acTocyBaHHA YHe
nignpuemcTs
o "3popoB’s
Hapoay"
24. | MPOCTATOH | rpaHynuno10ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa MepepeecTpaLis Ha HEOBMEXEHWI TEPMIH. be3 He UA/3827/01/01
neHani "HaujioHanbH [omeonaTtunyHa Cninka" [MepiognyHiCTb NOAAHHA perynsipHo peuenma nidnsieae
nonimepHomy; no 1 a OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
neHany B navui 3 [omeonaTtny Mopsaky 3aincHeHHs papmakoHarnsagy,
KapTOHY Ha Cninka" 3aTBepOkeHoro Haka3om MiHicTepcTBa OXOPOHM

3g0poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi loCcTuULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y




11 ITponoskeHnHs noxarka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymoesu Peknamy Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa eidnycky 8aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioANYHOCTI NOAAaHHSA perynspHuX 3BiTiB 3
6e3nekw.
25. | CUNOEHA®I NOPOLLIOK MpAT YkpaiHa MCH OpraHikc IHais nepepeecrtpaduis Ha HeobMexeHWn TepMiH - He UA/16300/01/01
Y UATPAT KpucTaniyHmmn "TexHonor" Mpansut Nimiten nidnszae
(cybcTaHuis) y
NOABINHNX
nonieTMneHoBnx
MilLKkax gns
dapmaLeBTUHHOIO
3aCTOCYBaHHA
26. | COH-HOPMA | rpaHynu, no 10ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa nepepeecTpauis Ha HeobMexXeHWin TepMiH bes nionsizae UA/3828/01/01
neHani "HauioHanbH [omeonaTtuyHa Cninka" [MepioAnyHiCTb NOAaHHA perynspHo peuyenma
noniMepHomy; no 1 a OHOBIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
neHany B nayui 3 [omeonatny Mopsaky 3aincHeHHs dpapmakoHarnsagy,
KapTOHY Ha Cninka" 3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi tocTULiT
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3neku.
27. | TOPACEMIA- | po3uuH ons iH exuin, MpAT YkpaiHa MpAT YkpaiHa nepepeecTtpadisi Ha HeoOMeXeHUIA TEPMIH 3a He UA/16245/01/01
OAPHUUA 20 mr/4 mn no 4 mn "®apmaueBT "®apmaueBTUYHa OHOBMEHO iHhopMaLito B iHCTPYKLUii aAnst peuenmom nidnsieae
B amnyni; no 5 nyHa cipma cipma "OapHuus” ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
aMnyn y KOHTYpPHin "OapHuus” po3ginax "®apmakoTepaneBTuyHa rpyna" (Loao

YapyHKOBIN
ynakosui, no 1
KOHTYPHI
YapYHKOBIN ynakoBLi
B nayui

Ha3Bwu), "dapmakonoriyHi BnacTMeocTi",
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWIi BMAW B3aemogin", "OcobnmeocTi
3actocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaat”, "Cnocid
3acTocyBaHHsi Ta go3u", "0itn" (pegaryBaHHs),
"MepenosyBaHHs", "MobiyHi peakuii”,
"HecymicHicTb" BignoBsigHo Ao iHdopmaii
pechepeHTHOro nikapcbkoro 3acoby (Tpudac® 20
amnynu, po34nH Ans iH'ekuin, 20 mr/ 4 mn).
[MepiognyHiCTb NoAaHHA perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepaKeHoro Hakazom MiHicTepcTBa OXOPOHM
3g0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi rOCTULT
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
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IIponoBxkeHHs gonarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamy
B8aHHs

Homep

peecmpauiliHo2o

noceid4yeHHs

CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YEeHUMN Y
nepioaNYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
Ge3nekw.

28.

oJyimyuun

TabneTku Wunyyi no
600 mr; no 2
Tabnetku y 6nictepi;
no 5 6nictepis y
KapTOHHIN nayui

3amboH
C.M.A.

ITanis

3amboH CaiTuepnana
NnTo.

LLiBenuapis

nepepeecTpaLisi Ha HeOOMEXEHUI TEPMIH
OHoBneHo iHbopMaLito y po3sainax
"®apmakornorivyHi BnactueocTi”,
"MMpoTnnokasaHHs", "B3aemogis 3 iHWyMmn
nikapcbkumu 3acobamu Ta iHWi BUAK B3aemogin”,
"OcobnusocTi 3acTocyBaHHS", "3acTocyBaHHS Yy
nepiog BariTHocTi abo rogyBaHHs rpyaat”
(BHECEHHS1 [OOATKOBUX 3acTepexeHb), "Crnocio
3acTocyBaHHs Ta gosun", "MepenosyBaHHs",
"Mo6iyHi peakuii" iIHCTPyKUii ANst MEANYHOrO
3aCToCyBaHHs Nikapcbkoro 3acoby BignoBigHO OO
marepianis peecTpauiiHoro 4ocLe.
MepioanyHicTb NoAaHHS perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHM
300poB’a Ykpainv Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM 340pPOB's
Ykpainu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3neku.

bes3
peuenma

nidnsieae

UA/3083/01/01

29.

DJTYMIBAKT
IC

TabneTku BariHanbHi
no 10 mr; no 6
Tabnetok y 6nictepi;
no 1 6nictepy B
nayui

ToBapucTBO
3
[0AaTKOBOK
Bignoeiganb
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0AaTKOBOK
BiANOBiganNbHICTIO
"IHTEPXIM"

YkpaiHa

nepepeecrtpauis Ha HeobMexeHU TepMiH
OHoBneHo iHgopMaLito B iHCTPYKUiT Ans
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby B
po3sginax "®dapmMakonorivHi BnacTueocTi"
(yTouHeHHs iHdpopmallii), "MpoTunnokasaHHs",
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi BUAwn B3aemogin”, "OcobnmeocTi
3actocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaaw” (pegaryBaHHs
TEKCTY Ta yTOYHeHHS iHdpopmallii), "3aaTHicTb
BMNMBATU Ha LUBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCMOPTOM abo iHWMMUK
MexaHismamu"(yTouHeHHst iHdopmalii), "Crocio
3aCTOCYBaHHA Ta A403n" (YTOUHEHHs iHdopmaLii),
"OiTn" (peparyBaHHs TekcTy), "MNepeno3yBaHHs",
"MoGiyHi peakuii" BiANOBI4HO OHOBMNEHOT
iHdpopmaLii cTocoBHO Gesneku Aito4oi pevoBUHN
AekBarniHilo xnopuay.
MepioanyHicTb NogaHHsA perynspHo
OHOBIOBAHOTO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs papmakoHarnsagy,
3aTBep4KeHoro Haka3om MiHicTepcTBa OXOPOHM

bes3
peuenma

nidnsieae

UA/15786/01/01
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IIponoBxkeHHs gonarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamy
B8aHHs

Homep

peecmpauiliHo2o

noceid4yeHHs

300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTuULji
Yxkpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3riAHO 3i CTPOKaMW, 3a3HaYeHMN Y
nepioaNYHOCTI MOAaHHSA PerynsapH1X 3BiTiB 3
6e3neku.

30.

LIETIIO®

TabneTkn, BKpUTI
NNiBKOBOIO
060noHKoto, Mo 5 Mr
no 10 Tabnetok y
6nictepi; no 1 abo
no 3 Gnictepn y
KapTOHHIN nayui

OPrAHOCH

H
NAN®CAEH
CU3 (E®
3ET1)

OAE

EBepTomxkeH Jand
CaeHcuns Jimiten

IHgia

nepepeecTpauis Ha HeobMeXxeHWn TepMiH
OHoBneHo iHdopMmaLito B iHCTPYKUIT Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
posginax "OcobnunBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaar” (yTouHeHHs iHdpopmalii),
"Cnocib 3acTocyBaHHs Ta go3un", "MNobiyHi peakuii”
BiAMOBIAHO 4O pedepPeHTHOro Mikapcbkoro 3acoby
(Xyzal 5 mg Film-coated Tablets) Ta 3rigHo 3
6e3neKkoto AONOMDKHUX PEYOBUH.
MepioanyHiCTb NoAaHHS perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBepAKeHOro Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuLii
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3neku.

be3
peuyenma

nidnsieae

UA/16177/01/01

31.

LEETNO®

TabneTkn, BKpUTI
NniBKOBOKO
06OS0oHKOL0, Mo 5 Mr;
in bulk: no 1000
Tabnetok y
NOABINHNX
nonieTuneHoBmx
nakeTax

OPrAHOCHU

H
NANGCAEH
CU3 (E®
3ET )

OAE

EBepTompkeH Jland
CaeHcus Nimiten

IHais

nepepeecrtpauis Ha HeobMexeHU TepMiH
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO 0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAkeHoro Haka3om MiHicTepcTBa OXOPOHU
3p0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULi
Yxpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YEHMN Y
nepioguYHOCTI NogaHHA perynsipHuX 3BiTiB 3
6esneku.

He
nidnsieae

UA/16176/01/01

B.o. leHepanbHoOro aupekropa [iupekroparty
chapmaueBTUYHOrO 3abe3neyeHHs

IBaH 3SAIBOPHUX




