MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
26.06.2020 Ne 1466
Kuis

IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BiamnosigHo o ctaTtTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (Tepepeectpariii) JikapcbKuX 3aco0iB,
3aTBep/pKeHoro 1octaHoBoro Kabinety MinicTpiB Ykpaiau Bif 26 TpaBHs 2005 poKy
Ne 376 «IIpo 3arBepmxeHHs IlopsigKy [epkaBHOI peecTpalii (mepepeecTpariii)
mikapcbKmx — 3acobiB i po3mipiB  300py 3a iX Jep)KaBHY  peecTpariiio
(riepepeecTpailito)», ab3alfy ABaALATL CbOMOTO MiANMYHKTY 12 myHKTY 4 IlonoxeHHs
rnpo MIiHICTePCTBO OXOpPOHM 340pPOB’S  YKpaiHW, 3aTBepKeHOro I[OCTaHOBOK)
Kabinety MinictpiB Ykpainu Bimg 25 Gepe3ns 2015 poky Ne 267 (B pegmakiii
noctaHoBu KabiHety MinicTpiB Ykpainu Big 24 ciuns 2020 p. Ne 90), Ha mizacTaBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuMX  mpemapartiB), 1[0 T[OJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
[ep>kaBHMM TANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LeHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpariii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DPeECTPY JTiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
riepestikoM (JoAaTok 1).

2. TlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoM (JOoAaToK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. BigMOBUTH Yy Jiep’KaBHiM peecTpallii/riepepeecTpallii Ta BHECeHHi 3MiH [0
peecTpaljiiHiX MaTepiamiB Ta [lep)kKaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKMUX 3aco0iB 3ri/IHO 3 TIepeslikoM (0/1aToK 4).

5. KOHTpO/1b 38 BUKOHAHHAM LIbOI'0 HaKa3y MOKJ/IAaCTU Ha 3acTyrmHUuKa MiHicTpa

Mukuuak 1.B.

MinicTp Maxkcum CTEITAHOB



Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

26.06.2020 Ne 1466

MEPENIK

3APEECTPOBAHNX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX NMPENAPATIB), AKI BHOCATBLCA A0
AEPXXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHN

Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamysaHHs1 Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocsi04YeHHs1
1. BANCAPTAH NOpPOLLOK AT Ykpaina Lxy6inaHTt IHais peecTpauist Ha 5 pokis - He nionsizae UA/18158/01/01
(cybeTaHuis) B "papmak” eHepikc
MiLLKax noABiINHNX Nimiteq
nonieTnIeHoBUxX
ans
hapMaLeBTUYHOIO
3acToCcyBaHHSA
2. riaAPOKOPTU3 MOPOLLIOK A5 EnEnCi Ipys3is K.T. Pomdrapm PymyHis PeecTpauis Ha 5 pokis 3a peyenmom He nidnsizae UA/18159/01/01
OH POM®APM PO34nHy ANs Pomdpapm KomnaHi MepioAnYHICTb MOAAHHS PEryspHO
iH'ekwji/iHdpy3ii, 100 Komnawi C.P.J. OHOBJ/IOBAHOTIO 3BiTYy 3 6e3neku,
MF; MOPOLLIOK Y [bxoppxus BiANOBIAHO A0 MOpPsAKY 3A4iCHEHHS
donakoHi, no 1 abo hapMakoHarnsiay, 3aTtBepLKeHoro
10 chnakoHis B Haka3zoM MiHicTepcTBa OXOPOHU
KapTOHHIA navui 340pOoB’a YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHUMK y NepioAnYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
3. NICOBAKT crnpeil OpoMyKO3HWA, BocHanek BocHist i BocHanek a.4,. BocHist i PeecTpauis Ha 5 pokis 6e3 peyenma nionszae UA/18160/01/01
KoMnnit po3yuH no 30 mny BO.4. epuerosu lepuerosmHa MepioanyHICTb NOAAHHSA PErynsipHo
CMPEN hNakoHi 3 TEMHOro Ha OHOBJIIOBAHOrO 3BiTY 3 6e3neku,
CKna 3 HacCoCoM- BiNOBIAHO A0 MOPsAKY 3A4iCHEHHS
posnuaBayem Ta dhapmakoHarnsgy, 3aTsepkeHoro
annikaTopom, ro 1 Haka3zoM MiHicTepcTBa OXOpPOHU
hnakoHy y 300pOoB’sA YKpaiHuu Big, 27 rpyaHsa 2006
KapTOHHI/ KopoobLi poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi loCcTULIT YKpaiHu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTpOKamMu,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

PeknamysaHHs1

Homep
peecmpayiliHo2o
nocsioYeHHs

3a3HayYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

META®OPA®

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO0, No 1000
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
6 6nicTepis y nayui

AT
"KNIBCbKW
"
BITAMIHHM
1 3ABOA"

Ykpaina

AT

"KMNIBCBbKWN

BITAMIHHN
3ABOJ"

Ykpaina

peecTpauist Ha 5 pokis
MepioAnyHICTL NOAAHHA PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
hapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3Ha4YeHMN y NepiognMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a peyernmom

He nionsieae

UA/18164/01/03

META®OPA®

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, N0 500
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
6 6nicTepis y nayui

AT
"KUIBCBKW
7
BITAMIHHI
1 3ABOA"

YkpaiHa

AT

"KMNIBCBbKWN

BITAMIHHN
3ABOJ"

YKpaiHa

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsaaKy 34iNCHEHHS
thapmakoHarnsay, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
300p0B’s1 YKpainu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULii YKpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM 3/10POB'SA
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMU,
3a3Ha4YeHMMN Y NepiogMYHOCTI MoJaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a peyenmom

He nionsizae

UA/18164/01/01

META®OPA®

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOI0, No 850
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
6 6nicTepis y nauui

AT
"KUIBCBKW
7
BITAMIHHI
1 3ABOA"

YkpaiHa

AT

"KNIBCbKWN

BITAMIHHN
3ABOJ"

YkpaiHa

peecTpauisi Ha 5 pokis
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTB: 3riHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a peyenmom

He nionsizae

UA/18164/01/02

MOP®IHY

KpucTanivyHui

ToBapuctso

YKpaiHa

AJTIKAJIIBEP

IcnaHis

peecTpauisi Ha 5 pokis

He nionsizae

UA/18185/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu PeknamyBaHHs1 Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
rAPOXNOPWUA | nopowlok, ronyacTi 3 C.AY.
ab0 Ky6iyHi 06MEXeHO
Kpuctasm Bignosigans
(cy6eTaHuis) y HicTIO
noaBiiHMX "XapkiBcbke
nonieTuIeHoBMX thapmauesT
nakeTtax gns nyHe
hapMaLeBTUYHOIO nignpuemMcTs
3acToCcyBaHHs 0 "3p0poB's
Hapozay"
8. HATPIO NOpOLLOK TOB Ykpaina LliHaao Mv3nin Kutaii peecTpauist Ha 5 pokis - He nionsizae UA/18167/01/01
ANbrIHAT (cy6eTaHuis) y "TepHodap Bionogxi
MiLLIKax Mm" JlesesionmeHT
nosieTuIeHoBMX Ko., T/
ans
chapmaLeBTU4YHOro
3acTocyBaHHs
9. COJNNIPEHALIN NMOPOLLOK Lenmvap KaHapa LENTMAP KaHaga peecTpauist Ha 5 pokis - He nidnsizae UA/18161/01/01
HY CYKUUHAT (cy6eTaHuis) y Kewmikana KEMIKAN3
nonieTnIeHoBmx IHK. IHK.
nakeTtax Ans
chapmaL,eBTU4YHOro
3acToCyBaHHs
10. TPULUNTPOH MOPOLLIOK ANs TOB YkpaiHa TOB Ykpaina peecTpauisi Ha 5 pokis 6e3 peyenma nionsizae UA/18162/01/01
EKCTPA opanbHOro posunHy, | "®apmauesT "®apmaueBTn MepioAnYHICTb NOAAHHS PerynsapHO
no 10 a6o 30 cawe nyHa YHa KoMnaHis OHOB/IOBAHOIO 3BITY 3 6e3neky,
Y KapTOHHIi1 kopobu,i KOMMaHis "®apKoC" BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
"®apKoC" hapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTB: 3riHO 3i CTPOKaMM,
3a3HayYeHUMKM y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
11. T-XOnNHH PO34MH ONA iH EKUii, CninbHe Pecny6nika CninbHe Pecny6nika peecTpauisi Ha 5 pokis 3a peyenmom He nidnsizae UA/18163/01/01
1000 mr/4 mn, no 4 ToBapuctBo | binopych TOBapUCTBO 3 Binopycb MepioAnYHICTb NOAAHHSA PerynsipHO
M B amny”ni; no 5 3 obmexeHor OHOBJ/IOBAHOIO 3BITY 3 6e3neky,
ammny/s B YapyHKOBIi 06MEXeEHO BignoBigasbHi BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
ynakosLi; no 1 a6o 2 | Bignosigans cTio "flekdhapm hapmakoHarnsgy, 3aTBepKeHoro
YapyHKOBI YNakoBKM HICTIO "(CTOB Haka3oMm MiHicTepcTBa OXOPOHM
B KOpOO6L "Nexdapm " "Nekdapm") 340pOB’A YKpaiHu Bif 27 rpyaHa 2006
(CTOB poky Ne 898, 3apeecTpoBaHoro B
"Nekchapm") MiHicTepcTBi tocTuLii Ykpainu 29 ciuns

2007 poky 3a Ne 73/13340 (y pegakuii
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu PeknamyBaHHs1 Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKN y NepiognYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
12. XNOPOXIHY KpucTanivyHmi TOB "tOpis- YkpaiHa YyHUuH Kutaii peecTpauisi Ha 5 pokis - He nidnsizae UA/18165/01/01
DPOCDAT NOpPOLLOK Papm” CyacBecT Ho.
(cybeTaHuis) y 2
noABINHNX dapmachbloTika
nosieTuNeHoBMX n dakropi Ko.,
nakeTtax gnsa nTg
hapMaLeBTUYHOIO
3acTOCyBaHHSA
13. XNOPOXIHY KpuCTaniuHuii TOB "tOpis- YkpaiHa BITAN IHAisa peecTpadisi Ha 5 pokis - He nidnsizae UA/18166/01/01
DOCPAT NOPOLLOK dapm"” NNTABOPATOPI
(cy6eTaHuis) y 3 MBT. N1TA,.
noABiiHNX (MNAHT - 1)
nonieTnIeHoBuUxX
nakeTtax gns
hapMaLeBTUYHOIO
3acTOCyBaHHSA

HauanbHUK Bigainy 3 nutaHb (hapmayeBTUYHOIT
AiAnbHOCTI [lenapTaMeHTy peani3auii NONiTUK

T.M. NIACKOBCbKUA




Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

26.06.2020 Ne 1466

NMEPENIK

NMEPEPEECTPOBAHUX NIKAPCbKNUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1. ABN®DJIOKC® | TabneTku, BKPUTI Abpun IHAiA Aypo6iHgo ®apma IHAiA MepepeecTpaLlisi Ha HEOBMEXEHNI TEPMIH. 3a He UA/14416/01/01
N1iBKOBOIO dopmyneiiw Nimiteq - FOHIT VII OHoB/EHO iHhOpMaLLito B IHCTPYKUIT Ans peyenmom nionsizae
060/10HKO10, Mo 250 H3 MBT. JITA. MeANYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby y
mr, no 10 TabneTok po3zini "MNokasaHHA", a TakoX y po3ainax
y 6nicTepi, no 1 "MpoTrnoka3aHHs", "B3aemogis 3 iHWnMuy
6nictepy B nikapcbkMKn 3acobamu Ta iHLWi BUAW B3aEMOSIin",
KapTOHHIiA ynakoBL,i "Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHS Ta fo3m",
"MepeposysaHHA", "Mo6iYHI peakuii" BiANOBIAHO
[0 iHdhopmaLii pechepeHTHOro Nikapcbkoro 3acoby
(Tavanic, film-coated tablets, B YkpaiHi He
3apEECTPOBAHUIA).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
MopsiaKy 34jicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3HaYEHNMN Y
nepiognuYHOCTI NOAAHHS PerynsapHuX 3BITIB 3
6e3neku.
2. ABU®DJIOKC® | TabneTkun, BKPUTI Abpun IHAisa Aypo6iHgo ®apma IHgjisa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/14416/01/02
NNiBKOBOO dopmyneii Nimiteq - FOHIT VII OHOB/IEHO iH(hopmaLLito B IHCTPYKUIT Ans peuyenmom nionsieae
060/10HKO10, Mo 500 H3 MBT. /T4, MEeANYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
mr, no 10 Tabnetok po3gaini "MokasaHHS", a TakoX y po3ginax
y 6nicTepi, no 1 "MpoTmnokasaHHA", "B3aemogis 3 iHWMun
6nictepy B nikapcbkrMmn 3acobamu Ta iHWi BUAW B3aemogiii',
KapTOHHI ynakoBsL,i "Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog BaritTHOCTi abo rofyBaHHs rpyan”,
"Cnoci6b 3acTocyBaHHs Ta fo3un",
"Mepepo3yBaHHA", "INo6iYHI peakuii” BiANOBIAHO
[0 iHdopmaLii pedpepeHTHOro fikapcbKoro 3acoby




n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

(Tavanic, film-coated tablets, B YkpaiHi He
3apeecTpoBaHuii).
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpaiu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuLji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHW 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

ABNDJIOKC®

pO3unH ANs iHQys3il,
500 mr/100 mn, no
100 mn po3ynHy y
donakoHi; no 1

chnakoHy y
KapTOHHIA ynakoBLi

Abpun
dopmyneiiw
H3 MBT. JITA.

IHais

IEMO C.A.
dapmacbloTikan
IHpacTpi

Ipeuis

MepepeecTpaLis Ha HEOOMEXEHWUIA TEPMIH.
OHOB/EeHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3gini "MokasaHHA" a TakoxX y po3ginax
"MpoTrnoka3aHHs", "B3aeMogis 3 iHLLIMMK
nikapcbk1MK 3acobamu Ta iHLWi BUAM B3aeMogiid",
"Oco611BOCTI 3acToCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3actocyBaHHA Ta fo3u", "IMob6iyHi peakuii”,
AopaHo po3gin "HecymicHicTb" BignosigHO f0
iHchbopMmaL,ii pechepeHTHOro fikapcbkoro 3acoby
(Tavanic 5mg/ml solution for infusion, B YkpaiHi He
3apeecTpoBaHuit).

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
370p0B’sA YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 30pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/14416/02/01

ANbBPO®EH

po3uuH, in bulk: no
200 ny 6oykax 3
Hepxasitouoi cTani

ToBapucTBo
3
obmexeHor
Bignosiganb
HiCTI0
"OAPMXIM"

YKpaiHa

ToBapucTBO 3
obmexeHoto
BiANOBIAA/TIbHICTIO
"®OAPMXIM"

YKpaiHa

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3MiHN |
MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHVX faHux npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNX JaHnx
npo cuctemy hapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignosiganbHoT 3a
3[jiCHEHHs1 hapMakoHarasay; KOHTaKTHOI ocobu 3

He
nionsieae

UA/14442/01/01




Peecmpayitina npoyedypa

Ymosu

Peknamys

Homep

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Bionycky

aHHsA

peecmpayiliHo2o
nocsioYeHHs1

thapmakoHarnsgy 3asBHUKa AN5 34iICHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BifNoBifa/IbHOT 3a
3piicHeHHs hapmakoHarnsay (BkIoYakyn
KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MiLLLeHHI
mMacTep-haiina cuctemu chapmakoHarnsgy)
BBeaeHHs yNnOBHOBaXKEHOT 0COOU 3asiBHUKA,
BignoBiAabHOI 3a hapmakoHarnsg. NponoHoBaHa
pefakuis: KnumeHko TeTsHa JleoHigiBHa.
BBefeHHA KOHTaKTHUX JaHUX YNOBHOBaXKEHO
0cobu 3as1BHUKa, BIAMNOBIAA/ILHOT 38
thapmakoHarnsg,. BeefeHHs MicLs 34iiCHEHHS
OCHOBHOI AjsifIbHOCTi 3 dapmakoHarnsgy,
MicLie3HaxoKeHHs MmacTep-thaiina cuctemu
(hapmakoHarnsigy Ta Homepa Marictep-chainy.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.

3a

He

UA/14621/01/01

ACNPIKC

cnpeii HasanbHNiA
[030BaHuit, 15,75
mr/gosa; no 4 mn (40
[03) y donakoHi; no 1
donakoHy y nauui 3
KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM"

YKpaiHa

nepepeecTpawis Ha HeobMeXeHnli TepMiH
OHOB/IEHO iH(hopmaLLito B IHCTPYKUIT Ans
MeANYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
po3ginax "®apmakoTepaneBTuyHa rpyna” (LLoao
Ha3Bw), "®apmakosiorivyHi BNacTuBocTi",
"MokasaHHa" (yTOYHEHHS iHdhopmaLii),
"MNMpoTrnoka3aHHs", "B3aeMogis 3 iHLLIMMK
nikapcbk1MK 3acobamu Ta iHLWi BUAM B3aeMogiid",
"Oco61BOCTI 3acToCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”,
"Mepepno3yBaHHA", "Mo6IYHI peakuii” BigNoBigHO
[0 iHdhopmaLii pethepeHTHOro Nikapcbkoro 3acoby
(SPRIX®, nasal spray, B YkpaiHi He
3apeecTpoBaHuiA).

MepioAnyHICTb NOAaHHA perynsipHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340pO0B’A YKpaiHu Big 27 rpyaHa 2006 poky Ne

898, 3apeecTpoBaHoro B MiHictepcTBi tocTuuji

peyenmom

nionsieae
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.
6. ATPOMIH- PO34UH A5 iH'EKLIN, MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/3928/01/01
OAPHUNLUA® 1 mr/mn, no 1 mn B "®bapmaueBT "papmaneBTUyHa OHOB/IEHO iHGhopMaLito y po3ainax peuyenmom niossieae
amnyni; no 5 amnyn nuyHa thipma dipma "fapHuus” "®apmakoTepanesTuyHa rpyna” (yTouHeHHs
Y KOHTYpHili "NapHuus" iHchopmawii), "MNMpoTrnokasaHHs", "B3aemogis 3
YapyHKOBIl iHLWIMMK NiKapcbKMK 3acobamu Ta iHLWi BUAn
ynakosLi; no 2 B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHS",
KOHTYPHI YapyHKOBI "3paTHiCTb BNIMBATY Ha LWUBMAKICTb peakuii npu
ynakoBKU B navi KepyBaHHi aBTOTpaHCNopToOM abo iHWKMK
MexaHisMamu'(yToYHeHHs iHdhopmadi),
"Mepepo3yBaHHs", "MobiuHi peakwyii” IHCTPYKUIT
AN MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
Bi4NOBIAHO OHOB/IEHOI iHhOpMaLT LWoAo 6e3nekn
3aCTOCyBaHHS Ajl040i PeYOBUHM.
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarsay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YKpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
7. ALUEPBIH po34umH no 30 mn dapmaveyTi ABCTpIs dapmaueyTiwe ABCTpist MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH 6e3 nionsieae UA/10200/02/01
abo 80 mny we dabpik habpik MoHTaBIiT MepioAnyHICTb NOAaHHSA perynsipHo peyenma
donakoHi 3 MoHTaBIT mM6X OHOBJ/IHOBAHOrO 3BiTY 3 6e3nekw, BiANOBIAHO A0
posnuntoBayem; no TM6X Mopsaky 3aiicHeHHA hapmakoHarnaay,
1 cbnakoHy B 3aTBEPAKEHOro Haka3oM MiHicTepCTBa OXOPOHU
ynakoBLii 370p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHW 340pPOB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6esneku.
8. BETMUIA TabneTtkn AcTtennac HigepnaH BMPOBHULTBO cuA/ MepepeecTpalisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/14532/01/02
NPOIOHroBaHol Aji dapma on bulk: HigepnaHnamn MepioAnYHICTb NOAAHHS PErynsipHO peyenmom niosnsieae
no 50 mr; no 10 tOpon B.B. ABapa OHOB/IIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
TabneTtok y brictepi; dapmacbroTiKaU Mopsiaky 34iicHeHHs1 hapmakoHarasgy,
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
no 1 a6o 3 6nictepn TekHonopxuc IHK., 3aTBEPIKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
Y KapTOHHIi nayui CLUA; 370p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
nepBrHHa Ta 898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTuLi
BTOPUHHA Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
ynakoBKa, pegfakuii Hakazy MiHicTepcTBa OXOPOHU 340pPOB's
KOHTPO/Ib SIKOCTI, YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
BignoBigasbHWi 3a CTaHOBWTB: 3TiAHO 3i CTPOKaMu, 3a3Ha4YEHUMHN Y
BUMYCK cepil: nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
Actennac ®apma 6e3neku.
tOpon B.B.,
Higepnanau
9. BETMUTA TabneTtkn AcTtennac HigepnaH BMPOBHULTBO cuA/ MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/14532/01/01
NPOJIOHroBaHoI fji dapma on bulk: HigepnaHvgu MepioAnyHICTL MOAAaHHSA perynsipHo peyenmom nionsizae
no 25 mr; no 10 tOpon B.B. ABapa OHOBJIIOBAHOrO 3BiTY 3 6e3Mneku, BiANOBiAHO A0
Tabnetok y 6nictepi; dapmacbloTikan Mopsaky 3ajiicHeHHs dhapMakoHarisay,
no 1 a6o 3 6nictepu TekHonopXuc IHK., 3aTBEpPAXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
Y KapTOHHIi nayui CLUA; 370p0B’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
nepBrHHa Ta 898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLi
BTOPUHHA Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
yNakoBKa, pefakuii Hakaly MiHicTepcTBa OXOPOHU 30POB's
KOHTPO/Ib SIKOCTI, Ykpainu Big 26 BepecHsl 2016 poky Ne 996),
BignoBiganbHWi1 3a CTaHOBWTL: 3TiAHO 3i CTPOKaMu, 3a3Ha4YEHUMUN Y
BUMYCK cepil: nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
Actennac ®apma 6e3neku.
tOpon B.B.,
Higepnanan
10. BIOLEPYNIH pO3unH ANs iHQYy3il, TOB YkpaiHa TOB "BIO®APMA YkpaiHa MepepeecTpauis Ha HeOOMeXeHUA TePMIH. 3MiHu | 3a He UA/0763/01/01
® 20 mr/mn, no 5 mn B "BIO®APMA MNA3MA" TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom niossieae
amnyni, no 5 amnyn MNA3MA" (BUPOGHMLTBO, thapmakoHarnsgy. 3miHa y KopoTkili
B 6nicTepi, no 1 abo nepBuHHe Ta XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
2 6nictepu B navui 3 BTOPVHHE MapKyBaHHS Ta IHCTPYKLUiT 4519 MeANYHOro

KapToHy

nakyBaHHs1, BUMYCK
cepiii; BTOPYHHE
nakyBaHHS1, BUMYCK
cepii)

3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3MNekn NiKapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHnii nepios,
abo K pe3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBeAeHnX BinoBigHO A0 NnaHy neiatpuydHnx
pocnipkeHs (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOB&XEHNM OpraHoM) 3MiHK
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby Ao po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHA", BigNoOBIAHO 40
OHOBJIEHOI iHdhopMaLii 3 6e3nekun 3acTocyBaHHs
AitoY0i pevoBUHN.

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPMAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
340pOoB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHM 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamMu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
11. AANALNH cynosuTopii Mdpaiizep CLA dapmauis i CLIA MepepeecTpauis Ha HeOBMEXeHUA TEPMIH 3a He UA/11124/01/01
BariHasibHi no 100 IHK. AnmpKoH KomnaHi OHoB/eHO iHdhopMaLito Wwoao 6esnekn peyenmom nidnsieae
Mr, 1o 3 cynosuTopii nnc 3acToCyBaHHS NiKapcbKoro 3acoby y po3gini
y namiHoBaHil "3acTocyBaHHA y nepiof BariTHOCTi abo rogyBaHHA
dhonbsi (cTpuni); no rpyAAato”(yTouHeHHs iHchopmadii).
1crtpuny 31 MepioAnYHICTb NOAAHHSA PErynsipHO
annikatopom y OHOBJIHOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
KapTOHHI Kopoo6Li Mopsaky 34iicHeHHs hapMakoHaraay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
300poB’A Ykpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YKpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3nekn
12. AIANPA30N niodpinizat ans M.BIOTEK Benuka HAMPOJ NAVN® IHais MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/12181/01/01
PO34nHy A5 iH'EKUil nTa BpuTaHis CAEHCEC NBT. OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans peyenmom nionsizae
no 40 mr, 1 donakoH nTAa. MeJMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby y

3 NOPOLLKOM Y nauLj
3 KapToOHY

po3ainax "lMNokasaHHA" (pefaryBaHHs),
"MpoTunoka3aHHs", "B3aeMogdis 3 iHLLIMMK
nikapcbk1MW 3acobamu Ta iHLWi BUAW B3aeMogiii",
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acTOCyBaHHS Yy
nepiog BariTHOCTi ab0 rogyBaHHs rpyaa0”,
"Mepeno3yBaHHA", "IN06IYHI peakuii” BiANOBIAHO
[0 OHOBNEHOI iHGhopMauii 3 6e3nekun Aito4ol
PEYOBUHM.

MepioAnYHICTL NOAAaHHA PerynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 34jiicHeHHs dhapMakoHarisay,
3aTBepKeHOro Hakasom MiHiCTepcTBa OXOPOHU
37,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTAHOBWUTL: 3Mi4HO 3i CTPOKaMW, 3a3Ha4eHUMU Y
nepiognYHOCTI NOAAHHS pPeryasipHUX 3BiTiB 3
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
6e3neku.
13. OOLETAKCE | koHUeHTpat ans EBEBE ABCTpIs EBEBE ®apma ABCTpIs MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/11091/01/01
N "EBEBE" PO34UnHy ANns Papma [ec.m.6.X. Hopr. OHOB/EHO iH(hopMaLLito B IHCTPYKUIT Ans peyenmom nionsi2ae
iHcpysiiA, 10 mr/mn; lec.m.6.X. KI MeZMYHOro 3aCcTOCyBaHHS NikapCbKoro 3acoby y
no 2 mn (20 mr) a6o Hdor. KI po3ginax: "Oco6/MBOCTi 3aCTOCYBaHHS",
8 mn (80 wmr), abo 16 "3[aTtHICTb BNAMBATK Ha LWUBMAKICTb peakuii npn
mn (160 mr) y KepyBaHHi aBTOTPaHCMopToM abo iHWMMK
donakoHi; no 1 MexaHizmamu”, "lMobivHi peaxuii” BignosigHoO A0
donakoHy B KOPOOLi iHhopmavii pethepeHTHOro NikapcbKoro 3acoby
TAKCOTEP®.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHaraay,
3aTBEPAKEHOrO Hakas3oM MiHicTepcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YKpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
14. KBACONI CTy/IKv nnogis no 50 MpAT Ykpaina MpAT "Miktpasn" YkpaiHa MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH. 3MiHN | 6e3 nionsieae UA/3313/01/01
CTYNKN rabo 60 ry naykax 3 "NikTpasn" T™Mny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenma
nnoais BHYTPILLHIM NakeTom thapmakoHarnsgy. 3miHa y KopoTkili

XapaKTepuCTULLi NiKkapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iHCTPYKUIT A/19 MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekn NiKapCbLKoro
3acoby, abo foc/igkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
a60 AK pe3ysibTaT OLiHKM 3BITY 3 AOCAILKEHD,
npoBefeHnX BigNOBIAHO A0 NAaHy negiaTpuyuHmX
pocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
OHoBEeHO iHhopmalito y po3ginax "Oco6mMBOCTi
3acTocyBaHHs", "Crnocib 3acTocyBaHHS Ta
0031"(YyTOYHEHHSs iHdhopmadii), "AiTn" (3miHa Biky,
6yno 3 3 pokiB, cTas10 3 18 pokiB) IHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby
Bi4NOBIAHO OHOB/EHOI iHhOpMaLT LWLoao 6e3nekn
3aCTOCYBaHHS fjl040i PeYOBUHM.
MepiognyHICTb NOAaHHA PerynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAKEHOI0 Haka3oM MiHiCTepcTBa OXOPOHM
340p0oB’s YKpainu Bif 27 rpyaHs 2006 poky Ne
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLi
YKkpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
15. NOPAHTIH cnpeii ons poToBOi TOB Ykpaina TOB "Mikpochapm” YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 niossieae UA/14801/01/01
NOPOXHWHU; no 50 "Mikpochbapm Pestome nnaHy ynpasniHHa pusmkamu Bepcis 0.1 peyenma
MmNy h/lakoHi Ta " [opaeTtbes.
posnuntoBayem; no MepiognyHICTb NOAAHHA PerynspHo
1 donakoHy B nauwj 3 OHOB/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
KapToHy Mopsaky 34iicHeHHs hapMakoHaraay,
3aTBEPAKEHOrO Hakas3oM MiHicTepcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YKpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
16. NIOTOH® renb, 1000 MO/r no A.MeHapiHi ITania A.MeHapiHi ITania MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH. 3MiHN 6e3 nionsieae UA/10905/01/01
1000 N'ENb 30r,50ra6o 100 r IHaycTpie MaHydhakTypiHr Il TMnNy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyernma
y Ty6i; no 1 Ty6i B dapmaueyT NoricTikc eHp, thapmakoHarnsgy. 3MiHu y KOpoTKili
KapTOHHIA KopooLi nye PiyHiTe Cepsicec C.p.J1. XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
C.pJL. MapKyBaHHS Ta iHCTPYKUIT A9 MeANYHOro

3aCTOCYBaHHA y 3B'A3KY i3 HOBUMM JaHUMK 3
SAKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHuMKU Ta
AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO A0
IHCTPYKUiT 415 MEAUYHOTO 3aCTOCYBaHHSA
nikapcbKoro 3acoby o po3sgainy "lMokasaHHa"
(pepakuiiiHe YTOUHEHHST), a TakoX 40 po34inis
"®apmakoTepaneBTuyHa rpyna“, "Cnoci6
3acToCyBaHHA Ta 031" (BHECEHI YTOUHEHHS),
"Ocob6umBocTi 3acTocyBaHHA", "[iTn" (BHeceHi
YTOYHEeHHs1) Ta "Mo6iuHi peakwyii”.
MepioAnYHICTL NOAaHHSA perynsipHo
OHOB/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiCHeHHA hapMakoHarnaay,
3aTBEPKEHOro Haka3om MiHicTepcTBa OXOPOHU
340pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuULji
YKkpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWUTB: 3riHO 3i CTPOKaMu, 3a3Ha4YEHUMUN Y
nepiogMYHOCTi NoAaHHSA perynsipHMX 3BiTiB 3
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
6e3neku.
17. HATPIO NopoLLOK ToBapucTBo Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH - He UA/14660/01/01
LUATPAT (cy6eTaHuis) y 3 [04,aTKOBO nionsi2ae
nakeTax noABiHMX [0aTKOBOK BignoBiga/bHICTIO
i3 nniBkK Bignosiganb "IHTEPXIM"
nosieTuneHoBol Ans HiCTIO
hapmaLeBTUYHOro "IHTEPXIM"
3acTocyBaHHs
18. HITPOKCO/I | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa MepepeecTpauis Ha HEOBGMEXEHWNIA TEPMIH. - He UA/4057/01/01
H o60n0oHkoto, no 50 "TexHonor" MepiognyHICTb NOJAHHA PerynspHo niossieae
Mmr in bulk: no 5000 OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Tabnetok y Mopsaky 34jiicHeHHs dhapMakoHarisay,
KOHTelHepax 3aTBEPAKEHOI0 Haka3oM MiHiCTepcTBa OXOPOHM
37,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BiTiB 3
6e3neku.
19. HITPOKCO/I TabneTku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/4040/01/01
H 060/10HKOH0, M0 50 "TexHonor" OHOB/IEHO iHhopmaLito y po3gaini "Mo6iyHi peakyii” |  peyenmom nionsieae
mr no 10 TabneTtok y IHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHS
6nicTepi; no 1 abo 5 nikapcbKoro 3aco6y BiAnoBifAHO OHOBMEHOI
6nicTepis y nayuj 3 iHchopMmawii Lwoao 6e3nekn 3acTocyBaHHS AjitoHOl
KapToHy; no 10 PeyoBUHN.
Tabnetok y 6nictepi; MepioAnYHICTb NOAAHHS PErynsipHO
no 80 6nicTepis y OHOB/IIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
KOpo6L,i 3 KapTOHY Mopsigky 34iicHeHHs1 hapmakoHaraagy,
3aTBEPAKEHOrO Haka3oM MiHiCTepcTBa OXOPOHM
370poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTuULji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHux 3siTiB 3
6e3neku.
20. HI®PYPOKCAS3 | cycneHsis opasibHa, CninbHe Ykpaina CninbHe YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13326/01/01
NA-CNnepPKoO 200 mr/5 mn no 100 YKpaiHCbKO- YKpaiHCbKO- OHOB/EHO iHhopmaLito B IHCTPYKUIT Ans peyenmom nionsieae
M1y KOHTEeHepi; no icnaHcbke icnaHcbke MeJMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
1 KOHTelHepy 3 nignpuemMcTs nigNPUEMCTBO po3aini "Mo6iuHi peakwii" BiaNoBigHO A0
[,03YH0UOH0 NTOXKKOH 0 "Cnepko "Cnepko YkpaiHa" OHOB/IEHUX faHMX LWOA0 6e3neku aitoyol
B Nauuj 3 KapToHy YkpaiHa" peyvoBUHU. YTOUHEHO Ha3BY

(hapmMakoTepaneBTUYHOT rpynu 3rigHo 3
Knacudikatopom BOO3S.
MepiognYHICTb NOAAHHS PErynsipHoO
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o
nocsioYeHHs1

OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPIKEHOro Haka3om MiHiCTepcTBa OXOPOHM
340pO0B’A YKpaiu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHW 340POB'SA
YKkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

21.

OME3®

niogpinisar gns
PO34MHYy A5 iH'EKUIN
no 40 mr; 1 donakoH
3 nioghinizatom y
nauuj 3 KapToHy

M.BIOTEK
nTa

Benuka
BpuTaHis

HANPOZA, NAV®
CAEHCEC MBT.
nTa

IHais

nepepeecTpavisi Ha HEOOMEXEHUIA TEPMIH.

OHOB/EHO iHhopmaLito B IHCTpYKLT ans
MEeANYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
po3sginax “lNpoTunokasaHHsA", "B3aemogis 3
iHLWIMMK NiKapcbkMK 3acobamu Ta iHLWi BUAn
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHoCTi abo rogyBaHHS
rpyaao” (YTouHeHHs iHdopmauii),
"Mepepo3sysaHHs", "MNo6iyHI peakuii” BiANOBIAHO
[0 6e3nekn 3aCTOCyBaHHS fjto40i PeHOBUHM.
MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarsay,
3aTBEPAKEHOrO Haka3oM MiHiCTepcTBa OXOPOHM
340poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YKpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3nekn

3a
peyerimom

He
nidnsieae

UA/11787/01/01

22.

OMENPA30/

niodpinizat ans
PO34nHy A5 iH'EKUil
no 40 wr in bulk: no
200 donakoHiB 3
MOPOLLKOM y
KapTOHHIA Kopoo6Li

M.BIOTEK
nTh

Benvka
BpuTaHis

HAMPOJ NAVN®
CAEHCEC
MBT.NTA

IHais

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BiTY 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPMAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHW 340pPOB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMN Y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6esneku.

He
nidnsieae

UA/11146/01/01

23.

OMEMNPA30N

niodpinisat ans

M.BIOTEK

Benvka

HANPO IAN®

IHais

[NepepeecTpaLisi Ha HEOOMEXEHUA TEPMIH.

3a

He

UA/11147/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
PO34nHYy A5 iH'EKUIl nTa BpuTaHis CAEHCEC OHoBreHo iHdhopMaLito B IHCTpyKLii Ans peyenmom nionsizae
no 40 mr 1 donakoH 3 MNBT.ATA MeAMYHOro 3acToCyBaHHSA NikapCcbKoro 3acoby B
MOPOLLKOM Yy navui 3 po3gini "MokasaHHs" (pegaryBaHHs), a Takox y
KapTOHY po3ginax "®apmakoTepaneBTuyHa rpyna”
(yTouHeHHs), "MNpoTunokasaHHs", "B3aemogis 3
HLIMMKU NikapcbKMKU 3acobamMu Ta iHLWi BUAn
B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaato” (LonoBHeHo iHdhopMmalieto 3 6e3nekn),
"Mepepo3yBaHHA", "INo6GiYHI peakuii” BiANOBIAHO
[0 OHOBNEHOI iHGhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby Losec®, nopoLok ans
pO34nHy AN iH'ekuili no 40 mr.
MepiognyHICTb NOAaHHA perynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
370poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLi
YKkpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
24, AePAITON KpucTaniyHmi PokeTT dpaHuis PokeTT ®pepec PpaHuis MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH - He UA/11402/01/01
no MOPOLLIOK ®pepec nionsi2ae
(cy6eTaHuis) y
MilLIKax nanepoBux 3
BHYTPILLIHBOIO
nonieTnIeHoBow
npoknagko Ans
hapMaLeBTUYHOIO
3acToCyBaHHSA
25. TAMID/TIO® NnopoLUoK ANns P. LLiBeiiuapi Bupo6HMLTBO Himeuunna/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/3189/01/02
opasibHOI cycneHsii, XothcpmaHH- A Hepo3dacoBaHo| LLiseiiuapis MepioAnyHICTb NOAaHHSA perynsipHo peyenmom nionsizae
6 mr/mn; no 13 r Na Pow Ntg, npoayKuir, OHOBJ/IKOBAHOTO 3BiTY 3 6e3nekw, BiANOBIAHO A0
NOPOLLKY B NASALLIL; nepBuHHe Mopsaky 3AiicHeHHA hapMakoHarnaay,
no 1 naswuyji pasom nakyBaHHS: 3aTBEPAKEHOro Haka3oM MiHicTepCTBa OXOPOHWU
3 N/1aCTUKOBUM PotTeHgopd 3[0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
afanTepom, dapma M'M6X, 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
NA1acTUKOBUM HimeuuunHa; Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
[03aTtopom A1 BTopuHHe pegfakuii Hakaly MiHicTepcTBa OXOPOHW 340pPOB's
opanbHOro nakyBaHHs, YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
3aCcTOCyBaHHA BMNPOGYBaHHSA CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMN Y
MmicTkicTio 10 mn, KOHTPOJI0 SIKOCTI, nepiognYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
nNacTyKoBUM BUWMYCK Cepii: 6e3neku.

MipHUM

®.XothpmaHH-/15
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
CTakaH4nKoMm y Pow JlTa,
KapTOHHI Kopo6Lyj; LLIseiiuapis;
no 13 r NopoLuKky y BunpobyBaHHs
naswui; no 1 KOHTPOJIH0 SIKOCTI:
NAAWLI pa3om 3 ® . XohpmaHH-/15
NNacTUKOBUM Pow /itg,
agantepom, LLiBefiuapis
nNacTyKoBUMU
fosatopamu ans
opasibHOro
3aCTOCYyBaHHSA
MICTKIiCTIO 3 M/1 Ta
10 mn, N1acTUKOBUM
MipHUM
CTaKkaHuMKoM y
KapPTOHHI KOpooLyi
26. TEBAJOP- Tabnetku ans TOB «TeBa Ykpaina BankaHdapma- Bonrapis nepepeecTpawis Ha HeobMeXeHuli TepMiH 6e3 nionsi2ae UA/4271/01/01
TEBA CMOKTaHHs no 20 YKpaiHa» Pasrpag AT, OHoOBMEHO iHGhopmauito B IHCTPYKLiT gns peyenma
TabneTok y 6nictepi; Bonrapis; MeJMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby B
no 1 abo 2 6nictepu BankaHdapma- po3ainax "lMNokasaHHA" (pefaryBaHHs),
B KapTOHHI nayu,i [ynHnus AT, "apmakonoriyHi B1acTMBocTi" (YTOUHEHHS),
Bonrapis "MNMpoTrnoka3aHHs", "B3aeMogis 3 iHLLIMMK
nikapcbknMK 3acobamu Ta iHLWi BUAM B3aeMogiid",
"Oco6/1BOCTi 3acTocyBaHHsA", "Cnoci6
3acTocyBaHHA Ta [031" (YTOUHEHHS),
"Mepepno3yBaHHA", "Mo6IYHI peakuii” BigNoBigHO
[0 OHOBNEHOI iHGhopMaLii 3 6e3nekun Aioyoi Ta
[LOMOMDKHMX PEYOBWH NiKapCbKoro 3acoby.
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHaraay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YKpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
27. ®EBYKCOCT | nopoLuok Yemo IcnaHis Kimika CiHTeTika, IcnaHis MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH - He UA/14927/01/01
AT (cy6eTaHuis) y |6epika, C.A. C.A. nionsizae
nonieTnNeHoBUx
nakeTtax gns
hapMaLeBTUYHOIO
3acTocyBaHHsA
28. ®YPOCEMI], Tabnetku no 40 mr My6niyHe Ykpaina My6niuHe YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHUNIA TEPMIH. 3a He UA/3983/01/01
no 10 TabneTtok y akUioHepHe akLioHepHe QOHOB/IEHO iHGhopMmaLito y posginax peyenmom nidnsieae
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
6nicTepi; no 5 TOBapUCTBO TOBapUCTBO "MpoTrnoka3aHHs", "B3aeMogis 3 iHLLIMMK
6nicTepis B navuj "HaykoBo- "HaykoBo- nikapcbkMK 3acobamu Ta iHLWi BUAW B3aeMogiii",
BUPOGHNYNIA BUPOGHNUNIA "Ocob6nuBocCTi 3acTocyBaHHA", "Mo6IUHI peakw,ii”
LieHTp LeHTp IHCTPYKLT AN MeAUYHOTo 3aCTOCYBaHHS
"BopLuariscb "BopLyariBcbkuii nikapcbKoro 3acoby BiANOBiAHO OHOB/IEHOT
KniA Ximiko- XimiKo- iHchopmawii Wwoao 6e3nekn 3acTocyBaHHS AjiloHOl
thapmaueBT hapmaLeBTUYHNI PEYOBUHM.
NYHWIA 3asof”, MepioAnYHICTb NOAAHHS PErynspHO
3aBsog" YKpaiHa,; OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
ToBapucTBo 3 Mopsaky 34iicHeHHs hapMakoHarisay,
06MeXeHOI0 3aTBEPAKEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
BiANOBIA&NBHICTIO 370pOB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
"Arpochapm", 898, 3apeecTpoBaHoOro B MiHicTepcTBi loCTULi
YkpaiHa

Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN y
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3nekn

HavyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
pisnbHOCTI [lenapTamMeHTy peasiisauii NONITUK

T.M. IacKoBCbKUn



NMEPENIK

Jopatok 3

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu
26.06.2020 Ne 1466

NIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/TN BHECEHI 3MIHU 10
PEECTPALINHNX MATEPIANIB, AKI BHOCATbLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA BionyckKy peecmpayiliHo2o
3acoby c¢hopma, nocsioYeHHs1
ynakoska)
1. DL- KpucTanivyHmi ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy - UA/15298/01/01
CYNIb®OKAM® | nopoLuok 06MEXEHO 06MeXeHo - 3anponoHoBaHa 3MiHa y TeXHOMOorN4YHOMY npoLeci, a
OPHA (cybeTaHuin) y BiANOBIAa/TbHI BiANOBIAA/TbHICTIO came 3aMiHa eTunaueTary Ha isonponinauerar, 3 MeTol
KUCNOTA nonieTuNeHoBmX CTI0 "OAPMXIM" NOKpaLLLEHHS NPOMUBKW TEXHIYHOTO NPOAYKTY; 3MiHM | TUny
Milkax ons "®APMXIM" - 3MiHa y Cneuudikayii Ta MeToAuLi KOHTPOO 3a
hapmaLeBTUUHOT NOKa3HNKOM «3a/TLLKOBA KiNIbKICTb OpraHiyHnx
0 3aCTOCYBaHHs PO3YMHHKKIBY». Y 3B'A3KY 3i 3MiHAMUW Y TEXHOOTIYHOMY
npoLeci, WoA0 3amiHN PO3UMHHUKA eTunaueTaTy Ha
isonponinayerar
2. ABUK/NAB® TabneTku, BKPUTI Abpun IHais Aypob6iHao Papma IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/11903/01/01
nNiBKOBOKO dopmynenwH3 Nimitea, FOHIT-XII - 3MiHM Woao 6e3nekn/ethbeKTUBHOCTI Ta hapmakoHarnsay. peyernmom
060/10HKO0, 875 Mer. 14, BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
Mmr/125 mr, no 5 cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUxX
Tabnetok y JaHnX npo cuctemy dhapmakoHarnsgy, smiHa
6nicTepi, no 2 YMOBHOB&XEHOT 0c06U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
6nicTepu B navu,j 3 hapMakoHarnsgy; KOHTakTHoOI ocobu 3 hapMakoHarniagy
KapTOHY 3asBHUKA 419 34iICHEHHA hapMakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHi
MacTep-aiina cuctemy papMakoHarsisay) - 3mMiHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOI 0CO6M 3asBHMKA,
BiANOBIAaNbHOI 3a 3jiCHEHHS hapmakoHarnsgy B
YkpaiHi: MponoHoBaHa pegakuis: OHuLLyk Jllogmuna
BanepiiBHa. 3MiHa KOHTaKTHUX JAaHUX KOHTaKTHOI 0cobu
YNOBHOBaXXeHOi 0c06M, BiANOBIfa/ILHOT 3a 34iICHEHHS
thapmakoHarnagy B YkpaiHi
3. ABUK/NAB® TabneTku, BKPUTI Abpun IHais AypobiHao dapma IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHU | TUNYy 3a UA/11903/01/02
NNiBKOBOKO dbopmynenwHs Nimitea, FOHIT-XII - 3MiHM WoAao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy. peyernmom
060/10HKO10, 500 Mer. 114, BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHKX NPo
Mmr/125 mr, no 5 cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHNxX
Tabnetok y JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
6nicTepi, no 4 YMOBHOBaXEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
6nicTepu B nauui 3 hapMakoHarnsay; KOHTakTHOI ocobu 3 hapMakoHariagy




21

wnpuua (KoxeH
o6’emom 1 mn) y
KapTOHHI Kopo6bLyi

BUNPOOYBaHHA Ha
CTEPUSIBHICTb Ta
6akTepiasibHi
€HA0TOKCUHU:
BetTtep ®apma-
depTuryHr rmoX i
Ko KI', HimeyuuHa,;

BUXiZHWUIA/NPOMIDXXHUWIA NpoAyKT/pearexT, Wo
BMKOPVCTOBYIOTbCS Y NpoLeci BUpobHuuTBa Ad|
(8ONOBHEHHSA cnevmdikayii HOBUM NOKA3HNKOM SIKOCTi Ta
BiANOBIAHUM MeTOA0M BUNPoByBaHHSA) - NMponoHoBaHoO
BBE[EHHS KPUTEPIO NPUIRHATHOCTI 415 nokasHuka “"High-
Mannose content" y cneumdikauii A®I 3 gogaBaHHAM
BiANOBIAHOrO MeTofy BUNpobyBaHb. BBeAEeHHS 3MiH

Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
KapTOHY 3asBHUKA 419 34iICHeHHA hapMakoHarnisgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobM,
BiANOBIAA/IbHOI 32 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOUMN KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-alina cuctemy papmakoHarisgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3asBHMKa,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy B
YkpaiHi: MponoHoBaHa pegakuis: OHWLYK Jllogmuna
BanepiiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu
YNOBHOBaXEHOT 0C06Y, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnagy B YkpaiHi
4. AABOKAPA® Tabnetku, no 10 TOB YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu || 3a UA/6421/01/01
TabneTok y "®apmaLeBTu "®apmaLeBTnyHa T™MNYy - 3MiHa 3aTBEPKEHNX AOMNYCTUMUX MEX MOKasHuKa peyenmom
6nicTepi; no 3 abo YHa KOMNaHis dipma "®apKoC" , "KinbkicHe BU3Ha4YeHHs" npy BUMYCKY rOTOBOTO NiKapCbKOro
4 6nictepun y nauui "®apKoC" YkpaiHa (BUPOGHUK, 3ac00y (BCTAHOB/IEHHS OA4HAKOBUX MeX "mpu BUNycky" Ta
3 KapTOHYy BiANoBiganbHUii 3a "Ha TepMiH 36epiraHHA" 415 nokasHuka "KinbkicHe
BMNYyCK cepii BM3HaueHHs" B [N13)
KiHLLeBOro NpoaykTy
Ta BTOPVHHE
nakyBaHHs); TOB
"ACTPAGAPM",
YkpaiHa (BUpo6HMK
[030BaHoi chopmu,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs); TOB
"®apmaueBTnyHa
KoMnaHisa "®apKoC",
YkpaiHa (noBHui
LMK BUPOGHULTBA
N3, nepeuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BWMYCK cepii)
AKTEMPA® po34nH ons ®.XochbcpmaHH- | LUBeiiuapi Brpo6HMLUTBO HimevunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13909/02/01
iH'eKuili, 162 Na Pow N1a A Hepo3chacosaHol Lseliuapis 3MiHu | TURY - 3MiHK 3 akocTi. A®L. KoHTponb A®L. 3miHa y peyenmom
mr/0,9 mn; 4 nNpoAyKLUii, NepBNHHE napameTpax cneuyudikauii Ta/abo AoNyCTUMUX MEX,
nonepeaHLo nakyBaHHs, BM3HauYeHNX y cneuyndikadisx Ha Adl, abo
HanoBHEHUX
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
Bunpo6yBaHHA Ha

CTEPUSIBHICTb Ta
6akTepiasibHi
€HA0TOKCUHU:

BetTtep ®apwma-

®epTuryHr MrmoX i
Ko KT, HimeuuuHa;
BetTtep ®apwma-
®epTuryHr MrmoX i
Ko KT, HimeuuuHa;
BunpobyBsaHHs
KOHTPO/IHO AKOCTI
(kpiM BUNPOBYBaHHSA
Ha CTepW/bHICTb Ta
6akTepiasibHi
€HOO0TOKCUHN):
Pow ®apma AT,
HimeyvunHa;
BTopuHHe
nakyBaHHs1,

BMNpPOOYBaHHS

KOHTPO/I0 AKOCTI
(kpim BUNPOOYBaHHSA
Ha CTepPW/bHICTb Ta

6akTepiasbHi
€HAO0TOKCUHN),

BWMYCK Cepil:

®.XodhhmaHH-/1a

Pow Jltg,
LBeiiuapis

npoTArom 6 MicsLiB nicna 3aTBepmKeHHs. 3MiHu Il Tuny -
3MiHn 3 axkocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPO6HUKA
BMXi4HOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCA Y BUpo6HMYOMY npoueci A®l, abo
3MiHa BMPOGHMKa (BKIHOYatoun, ge HeobxigHo, Micue
npoBefieHHS KOHTPOs0 sikocTi) AP (3a BigCyTHOCTI
cepTudikaTa BifnoBiAHOCTI EBponeiichkiin papmakonei y
3aTBEpPAKEHOMY f0CbE)(3MiHa B ADI GiosoriyHoro
NOXO[PKEHHSA abo BUXiAHOMY
mMaTtepiani/peareHTi/NPOMKHOMY NPOAYKTI, LLLO
BMKOPVCTOBYIOTbCS A1 BUPOOHMLTBA
6i0/10rYHOr0/iMyHOOTYHOrO MiKapCbKOro 3acoby ) -
BBepneHHA pofatkoBoi AinbHuLI Genentech Inc. 1000 New
Horizons Way, Vacaville , CA 95688, USA, 3 BupobHuLTBa
Ait0Y0T PEYOBMHM, SIKa € YaCTWHOI rpyny KoMnaHii Polwu /
[bKxeHeHTeK i B MaiibyTHbOMY 3aMiHWUTb MOTOYHY Ai/TbHULI0
Genentech Inc., 1 Antibody Way, Oceanside, CA 92056,
USA, (3aTtBeppxeHo: Genentech Inc.,USA,
3anponoHoBaHo: Genentech Inc. 1000 New Horizons
Way, Vacaville , CA 95688, USA, Genentech Inc., 1
Antibody Way, Oceanside, CA 92056, USA). BeegeHHs
3MiH NPOTArom 6 MicsLiB nicns 3atBepoKeHHs. 3MiHu 1
Tuny - 3MiHn 3 akocTi. A®l. BUpo6bHMLUTBO. 3MiHM B npoLeci
BMPOGHMLTBA AD| (3MiHA CTOCYETHCS aKTVBHOI PEYOBUHMN
6i0N0rivYHOro/iMyHONONYHOTO NOXOKEHHSA abo
BMKOPUCTaHHS XiMiuHUX A®| y BUPOOHULTBI NiKapCbKoro
3aco6y 6i0n10riYHOro/iMyHOONYHOTO NOXOMKEHHS, SKa
MOXe MaTh 3HauHWii BNIUB Ha AKiCTb, 6e3neky Ta
eheKTMBHICTb NiKapCbKoro 3acoby, i He CTOCYETbCS
npoTokony) -
3MiHM y BUpo6HMUTBI A®I, a came 3amiHa NOTOYHUX
BMPOGHMYMX MPOLECIB HA HOBUIA NpoLeC BUPOOHULTBA, LLO
BMKOPVCTOBYETLCS Ha HOBI BUPOOHWYIN AinbHNL 3
onTMMiI3aLlieto NPOLLEeCy OYNUCTKA 3 BUKOPUCTaHHSA
XpomaTorpadiyHux CMoN Ta aHTUBIPYCHOTO PinbTpy
Viresolve Pro+small virus retentive filter. BBegeHHs 3MiH
NpoTArom 6 MicsLiB nicns 3aTBepmKeHHs. 3MiHu Il Tuny -
3MiHK 3 AKoCTi. FoTOBUIA NiKapcbkuii 3aci6. Onuc Ta cknag,
3MiHa y ckniagi (4OoNOMiXHMX peyoBMHAaX) roTOBOro
nikapcbKkoro 3acoby (iHWi OMNOMDKHI peYoBUHK) - 3MiHa Y
nikapcbkoMy 3acobi 6i0/10riYHOro/iMyHONOTIYHOIo
NOXOKEHHS - BUNYYEHHS AONOMIXHOT peyoBUHU L-
apriHiHy 3i cknagy /13 3aTBepaxeHo: nonicop6éar 80, L-
apriHid, L-apriHiHy rigpoxnopug, L-mMeTioHiH, L-ricTuguH, L-
TiCTUAVHY TiAPOXI0PUAY MOHOTIAPAT, BoAa ANS iH'eKLil
3anponoHoBaHo: nosicopb6at 80, L-apriHiHy rigpoxiopua,
L-meTioHiH, L-rictnguH, L-rictnavny rigpoxnopugy

MOHOrigpar, Boga ans iH'ekLiin 3MiHN BHECEHO B
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

IHCTPYKUiO AN MegUUYHOro 3actocyBaHHsa y p. "Cknag”
(monomiXHI pe4yoBMHW) 3 BiANOBIAHVMU 3MIHAMW Y TEKCTI
MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby. BeefeHHs
3MiH NPOTArom 6 MicsLiB nicns 3atBepoKeHHs. 3MiHu 1
TUny - 3MiHM 3 AKocTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BVMPOGHMWUTBI (iHLWi 3MiHW) - OHOB/IEHHS CUCTEMU KOHTPOJTHO
ynpaBAiHHA XUTTEBMM LK/IOM FOTOBOTO J1iKapCbKOro
3aco6y /13, Wo BKNHOYATb 3MiHW 4,0 KOHTPO/IIO Y NPOLIECi
BMPOGHULITBA, CTaH4APTHI 3pasku, cneyndikaLllitio rotoBoro
NPOAYKTY BK/IHOHAI0UM aHaNiTUYHI METOAVKM Ta nporpamy
cTabinbHOCTI. OHOBMEHHA METOZiB KOHTPOIO:
nepeBn3HaYeHHs ONncy KoNbopoBOCTI J13; 3BYXKEHHS MeX
Ans TecTiB: «HeBUAUMI yacTku», «4YnuctoTax; [0AaTKOBO
BBEAEHO MOKa3HMKM 415 TecTy «Huctota» (metog, 10-
BEPX); B MeTOfax KOHTPOJ/IH0 OHOB/IEHHS KpUTEpIiB Ans
npugatHocTi cuctemu ansa 1. «ductota» (metog M-BEPX,
10-BEPX), BKtOYEHO BUNPO6GYBaHHA BMiCTY nonicop6arty
80 nig yac ctabinbHocTi /13. BBefeHHS 3MiH NpoTArom 6
MicauiB nicna 3aTBepmkKeHHs. 3MiHu I Tuny - 3miHn 3
akocTi. A®Il. KoHTponb A®I (iHLWi 3MiHW) - OHOBNEHHSA
CMCTEMW KOHTPOJTH0 YNPaB/IiHHA XUTTEBUM LMkIom AdI,
LLLO BK/THOHAIOTb 3MiHW 10 KOHTPO/IO Y NPOLECi
BMPOGHWLTBA, CTaH4apPTHI 3pa3ku, cneuudikauis
BK/TIOHAIOUM aHaTITUYHI MeTOAMKM Ta nporpamy
cTabinbHOCTI. BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPAKEHHS.

AKTEMPA®

KOHLUeHTpaT ans
pO34nHy Ans
iHdpy3in, 20 mr/m;
no 80 mr/4 mn abo
200 mr/10 mn a6o
400 mr/20 mny
thnakoHi; no 1 a6o
4 chnakoHun y
KapTOHHI Kopo6Lyi

. XodhpmaHH-
Na Pow Ntg,

LLiBeiuapi
2

Brpo6HMUTBO
Hepo3dacoBaHO!
npoayKuii, NnepBnHHe
nakyBaHHs: Uyraii
Papma
MaHydhekTypuHr Ko.
14, AnoHis;
BunpobyBaHHs
KOHTPO/O SKOCTI:
Pow ®apma AT,
HimeuunHa,;
BTopuHe nakyBaHHA,
BMNpPO6YyBaHHS
KOHTPOJO AKOCTI,
BWMYCK Cepil:
®.XohhmaHH-/18
Pow 1114,
Llseiiuapis

AnoHis/
Himeuunna/
Llseiiuapis

BHeCeHHS 3MiH 0 peecTpaviiiHix maTepianis: 3miHu |
My - 3MiHK 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax cneuucikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXiZHWIA/NPOMIXXHWIA NpoAyKT/pearexT, Wo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea Ad|
(4ONOBHEHHSA cneumdikaLii HOBUM NOKa3HNKOM SIKOCTi Ta
BiA4NOBIiAHMM MeTOAOM BUNPOBYBaHHS) - 3miHa y
napameTpax cneuudikauii A®I - BBEAeHHS KpuTepito
NPUAHSATHOCTI An1A nokasHuka "High-Mannose content” 3
[oflaBaHHAM BIAMNOBIAHOTO METOAY BUNPOGYBaHb.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepMKeHHs. 3MiHu Il Tuny - 3MiHK 3 aKocTi. AdI.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA BUXIAHOTO/NPOMIXXHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTHCA Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPO6HUKa
(BKOYaKOUK, Ae HeobXiAHO, MicLe NPOBEAEHHS KOHTPOIO
akocTi) AP (3a BigcyTHOCTI cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepXeHOMY [0ChE)
(3miHa B A®I 6i0/10r4HOr0 NOXOMKEHHS 260 BUXIHOMY
mMarepiani/peareHTi/MPoOMiXXHOMY NPOAYKTI, LLO

3a
peyenmom

UA/13909/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
BUKOPVCTOBYIOTLCS A4/19 BUPOOHMLTBA

6i0N10riYHOro/iMyHO/IOMNYHOTO JiKaPCbKOro 3acoby ) -
BBepgeHHs gogatkoBoi AinbHuUi Genentech Inc. 1000 New
Horizons Way, Vacaville , CA 95688, USA, 3 BUPO6GHULITBA
Ait04O0T PEYOBMHM, SIKa € YaCTUHOI rpyny KoMnaHii PoLwu /
[bxeHeHTeK i B MaiibyTHbOMY 3aMiHWTb MOTOYHY [i/TbHULI0
Genentech Inc., 1 Antibody Way, Oceanside, CA 92056,
USA, (3atBepaxeHo: Chugai Pharma Manufacturing
Co.,Ltd., Japan, Genentech Inc.,USA, 3anponoHoBaHo:
Chugai Pharma Manufacturing Co.,Ltd., Japan, Genentech
Inc. 1000 New Horizons Way, Vacaville , CA 95688, USA,
Genentech Inc., 1 Antibody Way, Oceanside, CA 92056,
USA). BBefieHHS 3MiH NpOTArom 6-Tu MicsiLis nicns
3aTBEPAKEHHSA. 3MiHM Il TMNY - 3MiHK 3 AKOCTi. ADI.
Brpo6HMUTBO. 3MiHM B npoLeci BupobHuuTea A®| (3miHa
CTOCYETbCA aKTUBHOT PEYOBUHY
6i0/10r4YHOr0/iMyHOOMYHOTO MOXOMKEHHSA abo
BMKOPUCTaHHS XiMiuHMX A®| y BUPOOHULTBI NiKapCbKoro
3acoby 6i0/10ri4YHOro/iMyHONONYHOIO NOXOMXKEHHS, AKa
MOXE MaTy 3Ha4YHWI BNAMB Ha SKICTb, 6e3neky Ta
eheKTUBHICTb NikapcbKoro 3acoby, i He CTOCYeTbCS
NpPOTOKO/Y) - 3MiHW Y BUPOOHMLUTBI AP, a came 3amiHa
MOTOYHNX BUPOBGHMYMX MPOLLECIB HA HOBUIA NpoLec
BMPOOHULITBA, L0 BUKOPUCTOBYETLCS Ha HOBIi BUPOOHNNIN
OiNbHULI 3 ONTUMI3aLE NPOLLECY OYUCTKM 3
BMKOPUCTaHHAM XpomMaTtorpadiyHnx cmon Ta
aHTMBipycHoro dinbTpy Viresolve Pro+small virus retentive
filter. BBe4EHHS 3MiH NPOTAroM 6-TW MicALIB Nicas
3aTBEPAKEHHS. 3MiHM Il TMNY - 3MiHK 3 AKOCTI. [oTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOOHWULTBI (iHLLI 3MiHW) -
OHOB/IEHHSA CUCTEMYW KOHTPOJIO YNPaBAiHHS XUTTEBUM
LMK/IOM FOTOBOIO /iKapCbKOro 3acoby, L0 BKIHYaOTb
3MiHM 0 KOHTPOJIK Y NPOLIECi BUPOGHMLTBA, CTaHAapTHI
3pasku, cneuydikallito roToBOro NPOAYKTY BK/IHOHAOUM
aHa/TITUYHI MeToAMKM Ta NporpamMy CTabisibHOCTi.
OHOBJIEHHS METOZAIB KOHTPOJIH0: BHECEHHS OMUC NEePBUHHOT
ynakoBku (KOHTeNHep); 3BYXXEHHSA MeX [/ TECTIB:
«[lMpo3opicTb/onanecueHTHICTb»,«CniBBigHOLLEHHS
OCMOTUYHOTO TUCKY», «HEBUAUMI YacTKu», «4ucToTax;
[104aTKOBO BBEAEHO NOKa3HWKM An1s TecTy «HuctoTar
(meTog |0-BEPX); B MeToAax KOHTPOJ10 OHOBJ/IEHHS
KpuTepiiB ANs npuaaTHOCTI cuctemun gns tecty Yuctota
(meTog M- BEPX, I10- BEPX); Ha TepMiH npuaaTHOCTI
BBeAEeHO TecT «LlinicHiCTb ynakoBKu/yKyrnopkn»; BHECEHHS
peakuiiiHi npaBkn. BBegeHHsS 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepkeHHs. 3MiHu 11 Tuny - 3MiHKU 3 AKocTi. AdL.
KoHTponb A®I (iHwwi 3MiHW) - OHOBNIEHHS cUCTEMU

KOHTPOJIH0 YNPaB/IiHHA XXUTTEBUM LMKIoM AdI, 1o
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Ne

Hassa

100 mr/25 wr; no
60 TabneTtok y
chnakoHi; no 1
h1aKoHy Y

LMK BUPOGHMLTBA);
MpAT "lHgap”,
YkpaiHa
(anlbTepHaTNBHUIA

OAVHMLb BMMIpOBaHHSA y cuctemi Sl. TepmiH BBeAEHHS
3MiH - NPOTArom 6 MicsLiB nicns 3aTBepyKeHHS

®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
BK/THOHAIOTb 3MiHM 1O KOHTPO/IIO Y NPOLECi BUPOGHULITBA,
CTaHZapTHI 3pasky, cneyundikadis BKIYaYM aHaniTUYHI
MEeTOAVKM Ta nporpamy ctabinibHOCTi. BBeAeHHS 3MiH
NPOTArom 6-TW MiICALIB NiC/IA 3aTBEPAKEHHS.
7. ANIMTA niogpinizat gna Ninni ®paHc ®paHuis Eni Ninni eHg, CLIA/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/4392/01/01
NpUroTyBaHHsA KomnaHi, CLUA PpaHuis - 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta chapmakoHarnagy. peyenmom
pO34nHy Ans (BMPO6GHMLTBO 32 BBeeHHst a60 3MiHM 0 y3arasibHeHUX AaHux Npo
iHdpy3in no 500 mr MOBHWUM LMK/IOM); cucTemy hapmakoHarnsgy (BBefeHHs y3arasibHeHNX
Y CK/ISIHOMY Ninni ®paHc, [aHnX Npo cuctemy dpapmakoHarnsagy, amiHa
thnakoHi; no 1 PpaHuis YNOBHOBaXXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
hN1akoHy B (MapkyBaHHS Ta hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
KapTOHHiA BTOPVHHA YNakKoBKa, 3asBHUKa 419 34IICHeHHA hapMakoHarnisgy B YkpaiHi,
ynakosLi KOHTPONb Ta BUMYCK AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
cepii) BIANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BKIHOYAKUN KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHi
MacTep-halina cuctemy hapMakoHarnisay) - aMiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: A-p MeppuT MNpay. 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BignoBigasIbHOT 3a hapmakoHarnsag. 3MiHa KOHTakTHOI
0C0o6M YyNOBHOBAaXEHOI 0CO6U 3as1BHIKKA, BifnoBigaibHOI 3a
thapmakoHarnag B Ykpaini. NponoHosaHa pegakuis: boiiko
ApocnaB AHAPIROBUY. 3MiHA KOHTAKTHUX AaHUX
KOHTaKTHOI 0CO6U YNOBHOBAXEHOI 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy B
YkpaiHi. 3MiHa MicLe3HaxoMKeHHs1 MacTep-daiina
cucTeMu dpapmakoHarnsgy
8. ANYBIA TabneTkn, BKPUTI EG66BI LLiseliyapi E66BI [oiuneHs HimeuyunHa/ | BHeCeHHs 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/6423/01/01
NNiBKOBOKO Biochapmacbto A v6XiKo. K, Ykpaina - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenmom
060/10HKOI0, N0 Tikan3 MmoX HimeyumHa (noBHwUiA 3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HaYEHHS
200 mr/50 mr; no LMK BUPOOHULTBA); OAMHMLb BUMIPIOBaHHS y cuctemi Sl. TepmiH BBeAEHHS
120 TabneTtok y MpAT "lHpap", 3MiH - NPOTArom 6 MicsLiB NicNs 3aTBepyKeHHS
dnakoHi; no 1 YkpaiHa
hNakoHy y (anbTepHaTUBHMIA
KapTOHHI Kopo6Lli BUPOGHMK
BiANOBifaIbHWIA 32
BTOPVIHHE
nakyBaHHSA Ta
BUMYCK cepii
9. ANYBIA TabneTkn, BKpUTI E66Bi LLiBefuapi E668i [loiiuneHs HimeuunHa/ | BHeCEHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 3a UA/6423/01/02
nniBKOBOKO Biochapmacsto A 'm6X i Ko. KI, YkpaiHa - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKY iKapCbKOro peuyenmom
060/10HKOI0, N0 Tikan3 MmoX HimeyumHa (NoBHUIA 3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HaYEHHS
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
KapTOHHI Kopo6Lyi BUPOBHMK
BiANOBIAaIbHUI 3a
BTOPVIHHE
nakyBaHHA Ta
BUMYCK cepii
10. ANb®OPT TabneTkn, BKpUTI [enbta LWBenuapi | ABAIl IBPAXIM lnay TypeuunHa | BHECEHHS 3MiH 40 peecTpauiiHuX MaTepiasiB: 3MiHu | Tuny 3a UA/13805/01/01
AEKCA nNiBKOBOKO Megiken A CanHai Be TigxapeTt - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW liKapCbKOro peyernmom
060/10HKOI0, MO 25 MpomoyLH3 A.LL. 3ac06y 3 BHECEHHAM iHthopMal,ii LWoA0 3a3HaYEHHS
mr, no 10 Al OAMHULb BUMIPIOBAHHSA Y cucTtemi Sl. 3anpornoHoBaHo:
Tabnetoky MAPKYBAHHSA. 3rifHO 3aTBEpAXEHOro TEKCTY
6nicTepi, no 1, 2 MapKyBaHHsl. TepMiH BBEAEHHS 3MiH MPOTAroM 6 MicALiB
abo 3 6nictepu B nicns 3aTBepmKeHHs
KapTOHHI Kopo6Lii
11. AMBPOKCON cvpon, 15 mr/5 mn, TOB Ykpaina TOB "TepHothapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/1587/01/01
no 100 mny "TepHodhapm" - BHECEHHS 3MiH Nif, Yac BUPOBGHMYOro npoLecy, 3okpema: - peyenma
hnakoHi abo ONTMMI30BaHO onepaLiito NPUroTyBaHHs cupony copoiTy;
6aHui; no 1 - nepefbavyeHo MOX/MBICTb 3BaXKyBaHHSA BOAU QUMLLLEHOT
dhnakoHy a6o 1 Ta copbiTy ogpasy B peakTopi, AKWi OCHALLEHO CUCTEMOLD
6aHLji 3 TOXKKOH TeH30MeTpil;
MipHOI B nauuj 3 - ONTMMI30BaHO OMnepaLito NPUroTyBaHHSA PO3UNHY
KapTOHY ambpokcorny; - nepeAbadeHo MOX/MBICTb 3BaXyBaHHA Ta
nigirpiBaHHs BOAW OUULLEHOT B peakTopi, AKWi OCHALLEHO
CMCTEMOI TEH3OMETPIT; 3MiHW | TUNY - BBEAEHHS
nofaTtkoBoro posmipy cepii N3 - 2000,0 kr.
MponoHoBaHa pepakuis Po3mip cepii 713,66 kr
TeopeTuyHuii Buxig;:- 6233 ynakoBok no 100 mny
hnakoHax abo 6aHkax; OuikyBaHWii BUXif: -HE MeHLLe
5729 no 100 mn y dhnakoHax abo 6aHkax; 1200,0 kr
TeopeTuyHuii Buxig; - 10480 ynakoBok no 100 mny
thnakoHax abo 6aHkax OuikyBaHUii BUXig: -He MeHLwe 9632
no 100 mn y donakoHax abo 6aHkax; 2000,0 Kkr
TeopeTuyHuii Buxig; - 17467 ynakoBok no 100 mny
donakoHax abo 6aHkax OuikyBaHWii BUXif;: - HE MeHLLe
16320 no 100 mn y conakoHax abo 6aHkax
12. AMIHOCTEPWUN | po3uuH gns ®peseHiyc HimeuunH ®peseHiyc Kabi ABcTpist BHECEHHS 3MiH [0 peecTpayjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/0948/01/01
H-FENA iHdpysiit; no 500 Kabi a ABCTpisA TM6X - 3rilHO BUCHOBKY AienapTamMeHTy dpapmaLeBTUYHOT peuyenmom
My donakoHi; no [Loiiunang AiANbHOCTI: BHECeHHs 3MiH o0 po3ainy «MapkyBaHHS»
10 chnakoHiB y 6X MK4A N3.

KapTOHHI Kopo6Lli

3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3aTBEpAXeHOro
TEKCTY MapKyBaHHS. 3rifiHO BUCHOBKY Ynpas/liHHA
€KCMepTn3MN IHCTPYKL Ta HOMeHKNaTypu: OHOBMEHHSA
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
BHECEHHAM iH(hopMaLii LLOAO 3a3HAYEHHS OAUHULb
BVMIpIOBaHHSA y cuctemi Sl. BBefeHHs1 3MiH NpoTSArom 6-tu
MicsILiB nicns 3aTBepoKEHHS
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
13. AHI CENT AP. | nboAsHvkn 3i [Op. Taiicc HimeuuunH Op. mep,. LLiBeiiuapis/ | BHECEHHS 3MiH 1O peecTpaLjiiiHMX MaTepianis: 3MiHU | TUNY 6e3 UA/8532/01/01
TAlACC CMakoM 061inuxm HaTypBsapeH a Aychaepmayp Al , HimeuunHa | - 3MiHW BHECEHi B TEKCT MapKyBaHHS YNakoBKU NMiKapCbKOro peyenma
no 12 nboAsHUKIB meX LBeiiuapis 3ac00y W00 3a3HaYEeHHS MKHApPOA4HMX NO3HAaYeHb
y 6nictepi; no 1 (BUPOBHMLTBO O MHWLb BUMIPIOBAHHSA. BBeiE€HHS 3MiH NPOTAroM 6-Tn
abo no 2 6nictepu Hepo3chacoBaHol MiCALIB MiCNA 3aTBEPKEHHSA
B KapTOHHIi NpoAyKLuii, NepBuHHe
KopoobLi Ta BTOPVHHE
nakysaHHs); Ap.
Taiicc HatypBapeH
M6X, HimeyunHa
(403BiN Ha BMNYCK
cepil roToBoro
nikapcbKoro 3acoby)
14. AHI CENT AP. | NboAsHWKM 3i [p. Taiicc HimeuunH Ap. megq,. LLiBefuapis/ | BHECEHHS 3MiH [0 peecTpaujiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/8533/01/01
TAINCC CMakoM Lwasnii no HaTypBapeH a Aybaepmayp Al , HimeyunHa | - 3MiHVM BHeCeHi B TEKCT MapKyBaHHS YNakoBKW NikapCbKoro peyenma
12 nboasAHuKIB Y 6X Lseiiapis 3aco0by LWoA0 3a3HaYeHHS MKHapPOAHUX NO3HaYeHb
6nicTepi; no 1 abo (BMPOGHMLTBO OAVHVLb BMMIpOBaHHA. BBEAEHHS 3MiH NpOTArom 6-Tu
no 2 6nictepu B Hepo3dacoBaHOT MicsILiB Micns 3aTBepKEHHS
KapTOHHI KopooLyi NpoAyKLii, NepBUHHE
Ta BTOpPVHHE
nakyBaHHs); Ap.
Talicc HatypBapeH
'm6X, HimeuunHa
(#o3Bin Ha BUNYyCK
cepii roToBoro
nikapcbKkoro 3acoby)
15. AHI CENT AP. | nboasHvkn 3i [Op. Taiicc HimeuuunH Ap. mep,. LLiBefiuapis/ | BHECEHHS 3MiH [0 peecTpavljiiiHuX MmaTepianis: 3MiHu | TUNY 6e3 UA/8534/01/01
TAIACC CMakom megay no HaTypBapeH a Aythaepmayp Al , HimeuunHa - 3MiHM BHECEHI B TEKCT MapKyBaHHS yNakoBKW NikapCbKoro peyenma
12 nbogsAHuKIB Y 6X LLseliyapis 3aco6y Wo0/40 3a3HaYeHHS MbKHApPOAHUX NO3HAYEeHb
6nicTepi; no 1 abo (BMpPOGHMLTBO O MHWLb BUMIPIOBAHHA. BBeiE€HHA 3MiH NPOTAroM 6-Tn
no 2 6nictepu B Hepo3chacoBaHol MiCALIB MiCNA 3aTBEPKEHHSA
KapTOHHI KOpooL;i nNpoAyKLUii, NepBNHHE
Ta BTOPVHHE
nakysaHHs); Ap.
Tavicc HatypBapeH
m6X, HimeuwunHa
(#03BiN Ha BUNYCK
cepii roToBOro
niKkapcbKoro 3acoby)
16. AHI CENT AP. | NboAsHWKM 3i [Op. Taiicc HimeuunH Ap. megq,. LlBeliuapisa/ | BHECEHHS 3MiH A0 peecTpaLiiHUX MaTepianis: 3MiHW | TUNY 6e3 UA/8531/01/01
TAlCC CMakKOM BWLLHi MO HatypBapeH a Aychaepmayp Al , HimeuunHa - 3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKMW NiKapCbKoro peyenma
12 nboasHuKIB Y M6X LBeiiLapis 3aco0by LWoA0 3a3HaYeHHSA MbKHapPOAHUX NO3HaYeHb
6nicTepi; no 1 abo (BMpPOGHMLTBO OAVHVLb BUMIpOBaHHA. BBeAEHHS 3MiH NpoTArom 6-Tu
no 2 6nictepu B Hepo3dacoBaHoi MiCALIB MiCNsA 3aTBEPKEHHS

KapTOHHI KopooLli

nNpoAyKLUii, NepBYHHE
Ta BTOPVHHE
nakyBaHHs); [p.
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
Talicc HatypBapeH
'm6X, HimeuunHa
(mo3Bin Ha BMNyCK
cepii roToBoro
nikapcbKoro 3acoby)
17. AHI CENT AP. | NbOAsHWUKK 3i [Op. Taiicc HimeyunH Ap. meg, LLiBefiuapis/ | BHECEHHS 3MiH [0 peecTpaljiiiHuX MaTepianis: 3MiHu | TUNY 6e3 UA/5899/01/01
TAINCC CMakoM /IMMOHa HatypsapeH a Aydbaepmayp Al , HimeyunHa - 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKM J1iKapCbKOro peyenma
no 12 nboAsHUKIB 6X LLseliyapis 3aco6y LW,0/40 3a3HAYEHHS MbKHAPOAHUX NO3HAYEHb
y 6nicTtepi; no 1 (BMpPOGHMLTBO OAVHWLb BUMIPIOBAHHSA. BBeEHHA 3MiH NPOTAroM 6-Tn
a6o no 2 6nictepu Hepo3dacoBaHO! MicsILiB nicns 3aTBEpPoKEHHS
B KapPTOHHIi npoayKuii, NnepBnHHe
KOpo6Li Ta BTOPVHHE
nakyBaHHs); Ap.
Tavicc HatypBapeH
M6X, HimeuunHa
(803BiN Ha BMNYCK
cepii roToBOro
niKkapcbKoro 3acoby)
18. AHIPAM Tabnetku no 2,5 AypobiHao IHAs Aypob6iHgo dapma IHAis BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/11995/01/01
mr, no 10 dapma /ITg Nimiteg - FOHIT 1II, - 3MiHM WoAao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy. peyenmom
TabneTok y IHAis; AypobiHao BBefeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux Npo
6nicTepi; no 3 dapma /T4, cucTemy hapmakoHarnsgy (BBefieHHs y3arasibHEHNX
6nicTepy y nauui 3 dopmyneiwH KHIT LaHuX Npo cucTemy dhapmakoHarnsgy, 3amiHa
KapToHY XV, Hais YMNOBHOBaXEHOT 0C06U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsfy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3as1BHMKA 4719 34iICHEeHHs hapMakoHariagy B YkpaiHi,
AIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
MacTep-aiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBAXEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
hapMakoHarnsag.
MponoHoBaHa pepgakuisa: MNaH XaHymaHTy NeHyanas.
3MiHa KOHTaKTHUX AaHWX YNOBHOBAaXEHOI 0CO6U 3asBHIIKa,
BiANoBiAa/IbHOI 32 hapmakoHarnsg. 3MiHa KOHTaKTHOI
0cobu ynoBHOBaXXeHOT 0co6M 3a8BHMKA, BifNoBigabHOI 3a
thapmakoHarnsg B Ykpaiti.
MponoHoBaHa pegakuis: CamolineHko Aptem NaBnosuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
YNOBHOBaXEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHarsag B YkpaiHi. 3MiHa micus 34iiCHEHHS
OCHOBHOI AlifsNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina cuctemu
dhapmakoHarnsgy
19. AHIIPAM Tabnetku no 5 mr; AypobiHao IHais AypobiHao Papma IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/11995/01/02
no 10 TabneTok y Papma JITa Nimiten - LOHIT 11, - 3MiHM WoAo 6e3nekun/eheKkTVBHOCTI Ta chapmakoHarnagy. peyenmom

6nicTepi; no 3

IHais; AypobiHgo

BBefeHHsi a0 3MiHM [10 y3ara/lbHEHUX AaHWX NPo
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

6nictepy y nauui 3
KapTOHY

®apma /114,
dopmyneiwH KOHIT
XV, IHgia

cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
YMOBHOBaXEHOT 0C06U, BiANOBIAA/IbHOT 32 34iiCHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHi
MacTep-aiina cuctemy papMakoHarsisay) - 3mMiHa
YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsag.

MponoHoBaHa pepakuis: MNaH XaHymaHTy MNMeHvanas.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT 0CO6M 3asBHIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobyM 3aABHMKA, BiAMNOBigaIbHOI 3a
hapMakoHarnag B YkpaiHi.

MponoHoBaHa pegakuis: CamolineHko Aptem NaBnosuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa Micusa 34iiCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLie3HaxopKeHHs1 macTep-haiina cuctemu
hapmakoHarnagy

20.

AHIPAM

Tabnetku no 10
mr; no 10
Tabnetok y
6nicTepi; no 3
6nictepn y nauui 3
KapTOHY

AypobiHao
dapma /T4,

IHAisA

Aypob6iHgo ®apma
Nimiteq - FOHIT 1II,
IHAin; AypobiHao
®apma /114,
dopmyneiwH KOHIT
XV, IHgia

IHAjA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHM Wopo 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
cucTemy hapmakoHarnsagy (BBefieHHs y3arasibHeHUxX
JaHnx npo cuctemy dhapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 4151 34iiCHEHHA dapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iicCHEHHA dhapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemy papmakoHarnisay) - 3miHa
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMnoBigaIbHOI 3a
hapmakoHarnsag.

MponoHoBaHa pegakyis: MaH XaHymaHTy MNeHyanas.
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6Y 3asBHYKA,
BignoBiga/IbHOI 3a hapmakoHarnsg. 3MiHa KOHTakTHOI
0cobu ynoBHOBaXKeHOT 0Co6M 3asBHMKa, BiAMNOBiga/IbHOI 3a
hapmMakoHarnag B YkpaiHi.

MponoHoBaHa pepakuisi: CamoiineHko Aptem MaBioBuy.
3MiHa KOHTaKTHMUX AaHWX KOHTaKkTHOI 0co6u
YMNOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
thapmakoHarnag B YkpaiHi. 3MiHa MicLsa 34iiiCHEeHHS!
OCHOBHOI AisifIbHOCTi 3 papmakoHarnsgy. 3miHa

3a
peyenmom

UA/11995/01/03
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
MicLie3HaxopKeHHs1 macTep-haiina cuctemm
hapmakoHarnagy
21. AH3VBEN® nactuiku, no 10 HOBEN INAY TypeyunH HOBEJ INNAY TypeuunHa | BHECEeHHS 3MiH 40 peecTpauiiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/10263/01/01
nacTuioK y CAHAI BE a CAHAI BE - 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuyenma
6nicTepi, no 10 TIIKAPET TIOXAPET A.LL. BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
nacTuiok y ALl cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
6nictepi; no 1 a6o [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
no 3 6nictepn y YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
KapTOHHI KopobLyi dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYMN KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI
mMacTep-calina cuctemy papmakoHarnisay) - 3mMiHa
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMnoBigaIbHOI 3a
thapmakoHarnsag. MNponoHoBaHa pefakuis: R. Ayse Cetin.
3MiHa KOHTaKTHMX AaHnX YNOBHOBAaXEHOI ocobu,
BignoBigasIbHOI 3a hapmakoHarnsag. 3MiHa KOHTakTHOI
0Co6M YyNOBHOBAaXEHOI 0CO6U 3as1BHIKKA, BifnoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. NponoHoBaHa pefakuis:
Stefanska Olga. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
0C0o6M YyNOBHOBAaXEHOI 0CO6U 3as1BHIKKA, BifnoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa Micus 34iicCHEeHHS
OCHOBHOI AifsNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLie3HaxX0MKeHHs1 MacTep-gaiina
22. AH3VUBEN® nacTuKmM 3i HOBEN INAY TypeyunH HOBEJ INTAY TypeyumHa | BHECEHHSsI 3MiH A0 peecTpauiiiHux MaTepianis: 3MiHu | Tuny 6e3 UA/10264/01/01
CMaKkoM MeHTOsy, CAHAI BE a CAHAI BE - 3MiHM Woao 6e3neku/eheKTUBHOCTI Ta chapmakoHarnsgy. peyenma
no 10 nactunok y TIOIKAPET TIOXAPET A.LL. BeefeHHst ab0 3MiHM [0 y3arasibHEHUX AaHuX Npo
6nictepi, no 10 A.LL. cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHnxX

nacTuioK y
6nictepi; no 1 a6o
no 3 6nictepn y

KapTOHHI Kopo6Lyi

JaHuX Npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXXeHOi 0c0obK, BifANOBIfa/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKkTHOi 0cobm 3 hapmakoHarnagy
3asBHMKa A5 34iiCHEHHA ddapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHM y pO3MiLLieHHi
mMacTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag. MNponoHoBaHa pefakuis: R. Ayse Cetin.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOI ocobu,
BiANoBiAa/IbHOI 32 hapmakoHarnsg. 3MiHa KOHTaKTHOI
0cobu ynoBHOBaXXeHOT 0c06M 3asBHMKA, BifNoBigabHOI 3a
thapmakoHarnag B YkpaiHi. NponoHoBaHa pefakuis:
Stefanska Olga. 3miHa KOHTaKTHUX AAaHUX KOHTaKTHOI
0cobu ynoBHOBaXXeHOT 0C06M 3a8BHMKA, BifNoBigabHOI 3a
dhapmakoHarnsg B Ykpaiti. 3MiHa micus 3fiiCHEHHS
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OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLie3HaxoMKeHHs macTep-hainna
23. AH3VBEN® nacTukm 3i HOBEN INAY TypeyunH HOBEJ INNAY TypeuunHa | BHECEeHHS 3MiH 40 peecTpauiiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/10265/01/01
CMakoM mepy Ta CAHAI BE a CAHAI BE - 3MiHM Wopo 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsay. peuyenma
NnmoHa, no 10 TIIKAPET TIOXAPET A.LL. BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
nacTuiok y ALl cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
6nictepi, no 10 LaHuX Npo cuctemy dpapmakoHarnsgy, amiHa
nacTuioK y YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
6nictepi; no 1 a6o dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
no 3 6nictepn y 3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
KapTOHHI KOpoOL; SKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsagy
(BK/THOYAKOUM KOHTAKTHI faHi) Ta/abo 3MiHN Y PO3MILLEHHI
mMacTep-aiina cuctemy papmakoHarisay) - 3mMiHa
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnsag. MNponoHoBaHa pefakuis: R. Ayse Cetin.
3MiHa KOHTaKTHMX AaHnX YNOBHOBAaXEHOI ocobu,
BignoBigasIbHOI 3a hapmakoHarnsag. 3MiHa KOHTakTHOI
0C0o6M YyNOBHOBAaXEHOI 0CO6U 3as1BHIKKA, BifnoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. NponoHoBaHa pefakuis:
Stefanska Olga. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
0C0o6M YyNOBHOBAaXEHOI 0CO6U 3as1BHIKKA, BifnoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa Micus 34iicCHEeHHS
OCHOBHOI AifsNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLie3HaxX0MKeHHs1 MacTep-gaiina
24. AHTUNDNY® NOPOLLOK A/15 TOB "BAVIEP" YKkpaina KoHTpakT ®apmaka CWA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/4910/02/01
opasibHOro KopnopeiiwH, CLUA - OHOBJIEHHS TEKCTY MapKyBaHHA yNakoBKM NiKapCbKOro peyenma
po3unHy, no 17 ry (BpPO6GHMLTBO in 3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HAYEHHS
nakeri; no 5 bulk); KoHTpakT OAVHWLb BUMIPIOBaHHS y cuctemi Sl. BBegeHHS 3MiH
naketiB y Papmakan NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPIKEHHS
KapTOHHI Kopo6Lyi KopnopeiiwH, CLUA
(nepBuHHa Ta
BTOPVIHHA YMaKoBKa,
[03BiN Ha BUMYCK
cepii)
25. AHTUNDNY® NOPOLLOK A/1A TOB "BANEP" YkpaiHa KoHTpakT dapmakas CWA BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/8974/01/01
Kiac opasibHOro KopnopeiiwH, CLUA - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM JliKapCbKOro peyenma

po3unHy; no 12 r
NOPOLLKY Y MakeTi
3 nanepy,
namiHoBaHoro
a/TlOMIHIEBOIO
dosbroto Ta
nonieTuneHoMm; no
5 nakeTis B

(BMpPOGHMLTBO in
bulk); KoHTpakT
Papmakan
KopnopeiiwH, CLUA
(nepBuHHa Ta
BTOPVHHA YNaKoBKa,
KOHTPO/Tb AKOCTI,
[103BiN1 HA BUMNYCK

3aco6y 3 BHECEHHSAM iHthopMaL,ii LLoA0 3a3HaYEeHHS
OAVHULb BUMIPIOBAHHSA Y cucTeMi Sl. BBeeHHs 3MiH
NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMKEHHS
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KapTOHHIN Kopo6Lii cepii)
26. APTPUOA® po34vH Ans 3AT JlnToBCbKa XAYNT ®APMA ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/15442/01/01
iH ekuin, 100 "®apmnira” Pecny6nik NIBPOH BUNpPaB/IEHHS] TEXHIYHOI MOMUNKM B OHOBNeHux MK4, peyenmom
Mr/mn; no 2 Mn B a Haka3 MO3 YkpaiHu Ne 7 Big 02.01.2019 (npoueaypa -
amnynax; no 5 3MiHa 3as1BHMKa (B/1aCHUKA PEECTPALiiHOrO NOCBIAYEHHS).
amnyn y n1oTKy; no BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicns
2 NOTKM y naui 3 3aTBEPKEHHS. 3MiHM | TUnYy - 3MiHK Woa0
KapTOHY 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs
a60 3MiHW [0 y3araslbHEHVX AaHnX Npo cuctemy
chapmakoHarnsgy (BBeeHHS y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 chapmakoHarnagy 3asBHuKa ans
3fjicHeHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI 32
3[jiCHEHHs1 hapMakoHarsay (BK/IUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM y po3MiLLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnx
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbLHOI 3a
hapmakoHarnsg. 3miHa Homepa macTtep-cainna). MNpu
HagaHHi noBHOI Bepcii MKSA chipmoto 6yno fonyuieHo
noMusKy B po3ginax "Cnevmdikadis KiHLEeBOro NnpoaykTy
npu Bunycky" (NokasHuky "Onuc” Ta "BeHsanbaerig") Ta
"Cneumdikauis KiHLeBOoro NpoayKTy NpoTArom TePMiHy
npugartHocTi" (nokasHvkn "Onuc" Ta "pH")
27. ACTPIA TabneTkn, BKPUTI TOB YKpaina TOB YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasis: 3MiHn | 6e3 UA/15979/01/01
NNiBKOBOKO "ACTPA®APM "ACTPA®APM" TMNy - AGMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BW NiKapcbKoro peyenma
060/10HKOI0, N0 5 " 3aco6y - 3MiHM BHeceHi LWoao Ha3su /13. 3aTeepaKeHo:
mr; no 10 OE3NOPATAANH-ACTPAPAPM (DESLORATADINE-
Tabnetok y ASTRAPHARM). 3anponoHoBaHO: AcTpis (Astria)
6nictepi; no 1
6nictepy B
Kopoo6Li
28. APOUNAA TabneTku, BKpUTI [Jenbta LBeliuapi | Anotekc HepgepnaHg | HigepnaHan | BHeCEeHHsI 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny 6e3 UA/14500/01/01
MAKC 060/10HKOI0, NO Megiken a B.B. - 3MiHa y MeTogax B1UNpobyBaHHs rOTOBOTO NiKapCbKOro peyenma
400 mr no 10 MpomoyLUH3 3acoby - 3miHa meToga BEPX 3a nokasHnkoMm «CynpoBifHi
Tabnetok y Al [OMILLKM» Ha iHWWiA meToa BEPX; 3miHu | Tuny - 3miHa
6nicTepi; no 1 abo napameTpiB cneuudikauiii Ta/abo JONyCTUMUX MeX A4S
2 6nictepu B [LOMOMDKHOT PEYOBUHM - fofaBaHHA B cneyudikaLio

KapTOHHi Kopo6bLy

[OMOMiXHOI PEHOBWHU «Tasbk» [0AaTKOBUIA TECT Ans
KOHTPO/T0 BaXXKnX MeTasliB «CBuHeLp (Pb)» 3 kpuTepisMu
NPUAHATHOCTI <4 ppm; 3MiHK | TUMNY - NOAaHHA OHOB/IEHOTO

cepTudpikaTa BignoBigHOCTI EBponeiickbkili hapmakoner 3

Bepcii Ne R1-CEP 2002-099-Rev 03 go R1-CEP 2002-

099-Rev 05 ans gitouoi pevoBuHy Ibuprofen Big Bxe

3aTBEPAKEHOr0 BUPOBHMKA. FK HACNIA0K, 3MIHEHO iM'S

BnacHuka ceptudikary 3 HUBEI BIOCAUSE HEILEN
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PHARMACEUTICAL CO., LTD Ha HUBEI GRANULES-
BIOCAUSE PHARMACEUTICAL CO., LTD
29. ALECO/b po34nH ons MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/11769/01/01
iHdpysiin no 400 mn akuioHepHe akuioHepHe - MO4AHHS OHOB/IEHOTO cepTudikaTa BignoBigHOCTI peuenmom
Y NAALKaxX TOBapuCTBO TOBapucTBo €sponevicbkin hapmakonei Ne R1-CEP 2008-105-Rev 01
"IHdpy3ia” "IHdpy3ia” 015 [i040T PeYOBVHU HaTPIt0 X/10pUA Bif, BXe
3aTBepxeHoro Bupo6Hrka Akzo Nobel Salt A/S, faHis,
AKWIA 3MiHWMB Ha3By Ha Dansk Salt A/S, [laHis
30. BEHE®IKC niodpinizat ans MNOAN3EP CWA BioNa6, C.J1., IcnaHis/ BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/16134/01/01
po3unHy anA ENY.CLII. Icnanis CLIA/ - NPUBEAEHHS KPUTEPIiB NPUIAHATHOCTI XpomaTtorpadiyHoT peyenmom
iH'ekuii no 250 KOPMOPENL (anbTepHaTMBHA HimeuunHa cucTemMu Ans gjryol peqyoBmHM nonacog alfa- Coagulation
MO, 1 chnakoH 3 H nab6oparopia 4ns Factor IX y BUrNaAj KOHLEHTPOBAHOIo PO3UYnHY y
niogpinizatom, 1 TeCTyBaHHS BifNOBiAHICTL [0 MOHOrpadii €Bponeiicbkoi Papmakonei
nonepegHLo npenapary 3a (EBp. dapm.) (2522) (peak-to-valley ratio). BBegeHHS 3MiH
HanoBHEHWI MOKa3HNKOM NpOTArom 6 MicsALiB NiCA 3aTBEPKEHHS; 3MiHM | Tuny -
wnpu, 3 "CTepunbHicTb"); npvBeAEeHHS KpUTEepIiiB NPUIAHATHOCTI XpomMaTorpadiuHol
PO3UYNHHMKOM BaeTt bio®apma CHUCTEeMW 47151 TOTOBOIO JiKapCbKOro 3aco6y Y BignoBigHICTb

(0,234 % po3unH
HaTpito xnopuay y
BOJI ANs iH'EKLR)
nos5wmn, 1
afantep gns
hnakoHy, 1
cuctemy ans
iHdpy3iT, 2 TamnoHK
3i cnupTtom, 1
nnactup, 1
mMapnesy
NnoAyLLEeYKy
BKNajaTb y
KapTOHHY KOPOOKY

AiBbkH och Baet
dapmaceyTumkanc
Nnnc, CWA
(KOHTPOJIb AKOCTI
PO34YnHHYKKA (KPiM
TecTiB "Cvna gns
no4yaTKoBOro 3CyBY
nopLuHs", "Cuna
TepTa nopwHa",
"[ocnimKeHHs
repMeTnyHocTi");
Baet ®apma, C.A,,
IcnaHis
(BMpPOGHNLTBO
niodpinizaty 3a
MOBHUM LIIK/TOM;
KOHTPO/Ib AKOCTI
PO3UMHHMKA (KpiM
Tecty "Cuna Tepta
nopuHa");
nakyBaHHs
PO34MHHMKA Y Habip;
KOHTPO/Ib AKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BUMNYyCK Habopy;
BigNoBigasibHWI 3a
BUNycK cepii); Betep
Papma-PepTuryHr

00 MoHorpadii €Bponeiicbkoi ®apmakonei (EBp.dapm.)
(2994) (peak-to-valley ratio). BeefieHHS 3MiH npoTArom 6
MiCAILiB MiCNs 3aTBEPAYKEHHST; 3MiHM | TUNY - 3BY)XXEHHS
MeXx crneundikaii 719 KOMNOHEHTY L-raTamiH, wo
BMKOPUCTOBYETLCA NPU BUPOOHULITBI fit040i peYoBUHN
HOHaKor asibha N8 nikapcbkoro 3acody beHedike, 3
knacudikauii Food Chemical Codex o knacudikauii
dapm. CLUA (United States Pharmacopoeia). Kpim Toro,
NPOMNOHYIOTLCA pefaKLiiiHi NpaBkn 415 KOPUTyBaHHS
iHbopmauii woao dinbTpiB y po3aini 3.2.S.2.3-3.
BBefieHHs1 3MiH NpoTArom 6 micAuiB nicns 3aTsBepkKeHHs;
3MiHKM | TUNY - 36iNbLUEHHS TePMiHY 36epiraHHs gito4oi
PeyoBMHM HOHaKoOT anbgha Ans Nikapcbkoro 3acoby
BeHedikc (nponoHoBaHa pefakuis: 48 micsuis) -
NPOMNOHYETLCA 06’€QHAHHA PO3AiNiB peecTpauiiHoro 4OCLE
(e CTD) 3.2.S.7.1 Stability Summary and Conclusions,
3.2.5.7.3. Stability Data - Long Term and 3.2.S.7.3.
Stability Data — Accelerated 3 MeTOI CMPOLLEHHS
KepyBaHHs uuknom 3MmiH (for ectd lifecycle management
reasons). BeegeHHs 3MiH npoTsArom 6 micauis nicns
3aTBEPAKEHHS;
3MiHK | TUNY - BUYYEHHS BUPOBHMYMX AinbHULbL Eastgate
Industrial, (Kankakee, USA) Ta Invitrogen Corporation,
(Grand Island, USA) BignoBiganbHnx 3a noctavaHHs
iHCYNiHy, L0 BUKOPUCTOBYETLCS NPU BUPOBHULTBI
nikapcbKoro 3acoby beHedikc
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v6X & Ko. KT,
HimeuunHa

(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO3unHHKKA (KpiM
TecTiB "Cuna gns
noyaTKoBOro 3CyBY
nopwHs", "Cuna
TepTA NopLUHA",
"[ocnimKeHHs
repmeTuyHocTi");
Betep dapma-
depTuryHr rmex &
Ko. KT, HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO3unHHKKa (KpiM
TecTiB "Cuna gns
ro4yaTKoBOro 3CyBY
nopwHs", "Cuna
TepTA NopLUHA",
"[ocnimKeHHs
repmeTunyHocTi"));
Betep dapma-
depTuryHr rméx &
Ko. KT, HimeuunHa
(BizyanbHwuit
KOHTPO/1b, KOHTPO/b
AKOCTI PO3YMHHUKA
(nvwe Tectu "Cuna
AN N0YaTKOBOro
3CyBY MOPLUHA",
"Cwna TepTtsa
nopLuHsa",
"[locnigKeHHs
repmeTuyHocTi");
Betep dapma-
®epturyHr rméX &
Ko. KI, HimeyunHa
(BizyanbHuiA
KOHTPO/Ib, KOHTPO/1b
AKOCTi PO3UMHHUKA
Kpim TecTiB "Cuna
[O715 MOYaTKOBOro
3CyBY nopLuHa",
"Cuna tepTa
nopLuHs",
"[locnimpKeHHs
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repMeTuyHOCTI")

31. BEHE®IKC niocpinizat gns MNOAN3EP CLIA Bio/la6, C.J1., Icnanis/ BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/16134/01/02
po34nHy Ans EVY.CLIL. IcnaHis CuA/ - NPVBEAEHHSA KPUTEPITB NPUIAHATHOCTI XpoMaTtorpadivHoi peyenmom
iH’ekuii no 500 KOPMOPENLL (anbTepHaTBHA HimeyunHa cucTemMu Ans Ajitoyoi pevoBuHY nonacog alfa- Coagulation
MO, 1 chnakoH 3 H naboparopis 4ns Factor IX y BUrnsgi KOHLEHTPOBAHOro PO3YnHy Yy
niocpinizatom, 1 TeCcTyBaHHS BiANOBIAHICTL A0 MOHOrpadii €Bponeiicbkol Papmakonei
nonepegHL0 npenapary 3a (EBp. Papm.) (2522) (peak-to-valley ratio). BBegeHHs 3MiH
HanoBHeHUI NOKa3HNKOM npoTArom 6 micAuiB nicns 3aTBepKeHHS; 3MiHun | Tuny -
wnpu, 3 "CTepu/bHICTbL"); npuBEeAEHHS KpUTEPIiB NPUAHATHOCTI XpomaTorpadivyHoi
PO3UYNHHMKOM Baet bio®apma CMUCTEeMW AN FTOTOBOrO /iKapCbKOro 3acoby y BianoBiaHICTb

(0,234 % po3unH
HaTpito xnopuay y
BOAj o151 iH'eKwiin)
nos5wmn, 1
afjantep gns
thnakoHy, 1
cuctemy ans
iHdy3il, 2 TaMNoHK
3i cnupTtom, 1
nnactup, 1
mapneBy
noayLueyky
BKNagaTb y
KapTOHHY KOPOOKY

AiBbkH o) Baet
dapmaceyTukasic
NNC, CWA
(KOHTPOSIb AKOCTI
PO3UMHHKKA (KPIM
TecTiB "Cuna gns
no4yaTkoBOro 3cyBy
nopHs", "Cuna
TepTA NopLUHA",
"[locnigKeHHs
repMeTnyHocTi");
Baet ®apma, C.A,,
Icnanis
(BMpPOGHMLTBO
niodpinizaty 3a
MOBHVM LVK/IOM;
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KpiM
Tecty "Cuna Tepta
nopLuHA");
nakyBaHHs
PO34MHHKKA Yy HabIp;
KOHTPO/Tb AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNycK Habopy;
BiANoBiganbHUii 3a
BWMYCK cepii); BeTep
Papma-depTUryHr
v6X & Ko. KT,
HimeuunHa
(BMpPOGHMLTBO Ta
KOHTPO/Tb SKOCTI
PO3unHHKKa (KpiM
TecTiB "Cuna ansa
noyaTKoBOro 3cyBy
nopwHs", "Cuna

[0 MoHorpadii €Bponeiicbkoi Papmakonei (Esp.dapm.)
(2994) (peak-to-valley ratio). BBegeHHs1 3MiH npoTarom 6
MicAILiB Micns 3aTBEPIKEHHS; 3MiHM | TUNY - 3BY)XXEHHS
MeX cneundikauii 4158 KOMIOHEHTY L-rnioTamiH, wo
BUKOPVCTOBYETLCA NPU BUPOBHWLITBI AjH0HO0T Pe4OBUHU
HOHakor asibha 4N nikapcbkoro 3acoby beHedike, 3
knacudikauii Food Chemical Codex o knacudikauii
®apm. CLA (United States Pharmacopoeia). Kpim TOro,
NPONOHYIOTLCS pefakLiiiHi NpaBku 415 KOPUTyBaHHS
iHchopmawii Wwopao dinbTpiB y posaini 3.2.5.2.3-3.
BBefeHHA 3MiH NPOTAroM 6 MiCALiB NiC/1A 3aTBEPAXEHHS,;
3MiHKM | TUNY - 36iNbLUEHHS TepPMiHY 36epiraHHs Aito4ol
PEYOBUHM HOHAKOT asibdha 4151 NiKapCbKoro 3acoby
BeHedpikc (nponoHoBaHa pefakuis: 48 micauis) -
NPONOHYETLCS 06’eAHAHHSA PO3iNniB peecTpauiiHoro fJocke
(e CTD) 3.2.S.7.1 Stability Summary and Conclusions,
3.2.S.7.3. Stability Data - Long Term and 3.2.S.7.3.
Stability Data — Accelerated 3 MeTO0 CMPOLLEHHSA
kepyBaHHs umkiom 3miH (for ectd lifecycle management
reasons). BeeieHHs 3MiH npoTaromM 6 micAuis nicas
3aTBEPAKEHHS;
3MiHV | TURY - BUNYYEHHS BUPOOHUUNX AinbHuLb Eastgate
Industrial, (Kankakee, USA) Ta Invitrogen Corporation,
(Grand Island, USA) BignosigancHnx 3a noctavaHHs
iHCYNiHY, L0 BUKOPUCTOBYETLCH NPU BUPOBHULTBI
nikapcbKoro 3acoby beHedikc
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

TepTA NopLUHA",
"[locnigKeHHs
repmeTuyHocTi");
Betep dapma-
®epturyHr rméX &
Ko. KI, HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34mnHHKKA (KpiM
TecTiB "Cuna gns
no4yaTkoBOro 3cyBy
nopwHs", "Cuna
TepTA NopLUHA",
"[locnigKeHHs
repmeTunyHocTi"));
Betep dapma-
®epturyHr rméX &
Ko. KI, HimeyunHa
(BizyanbHuiA
KOHTPO/Ib, KOHTPO/1b
AKOCTi PO3UMHHUKA
(nvwe Tectn "Cuna
[O/15 MOYaTKOBOro
3CyBY nopLuHa",
"Cuna tepta
nopLuHs",
"[locnigpKeHHs
repMeTnyHocCTi");
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeuyunHa
(BizyanbHwuii
KOHTPO/1b, KOHTPO/b
SAIKOCTi PO3YMHHMKA
Kpim TecTiB "Cuna
[AN19 N0YaTKOBOrO
3CyBY NopLUHA",
"Cuna tepta
nopLuHa",
"[ocnimKeHHs
repmMeTnyHoCTI")

32.

BEHE®IKC

niodpinizat ans
pO34nHy Ans
iH’ekuii no 1000
MO, 1 chnakoH 3
niocpinizatom, 1
nonepegHLo

NMOANSEP
EVY.CLML
KOPMOPEWLL
H

CLWA

Bio/la6, C.J.,
Icnanis
(anbTepHaTMBHA
naboparopis 4ns
TeCTyBaHHs
npenapary 3a

Icnanis/
[e{117.Y)
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- NPVBEAEHHA KPUTEPITB NPUAHATHOCTI XpoMaTtorpadiyHoi
cucTemMu Ana Ajryol peqyoBmHM nonacog alfa- Coagulation
Factor IX y BUrna4j KOHLEHTPOBAHOIo PO3YUHY Y
BiANOBIAHICTL A0 MOHOrpadii €EBponeiicbkoi Papmakonei
(EBp. Papm.) (2522) (peak-to-valley ratio). BBefieHHs1 3MiH

3a
peyenmom

UA/16134/01/03
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
HanoBHeHWI NOKa3HNKOM NpOTArom 6 MicsALiB NicnA 3aTBEPKEHHS; 3MiHW | Tuny -
wnpw, 3 "CTepunbHicTb"); NpuBELAEHHS KpUTEPITB NPUAHATHOCTI XpomatorpadivuHoi
PO3YMHHUKOM BaeT biodapma cucTeMu A1 TOTOBOrO JlikapcbKoro 3acoby y BiANOBIAHICTb

(0,234 % po3unH
HaTpito xnopuay y
BOAj ANS iH'eKujiin)
no5wmn,1
agantep gns
thnakoHy, 1
cuctemy ans
iHdpy3ii, 2 TamnoHu
3i cnupTom, 1
nnactup, 1
mMapneBy
nogyLieyky
BKNajalTb y
KapTOHHY KOPOOKy

AiBbKH odh Baet
PapmaceyTukasic
Nnnc, CWA
(KOHTPO/Ib SIKOCTI
PO3unHHKKa (KpiM
TecTiB "Cuna gns
royaTKoBOro 3CyBYy
nopwHs", "Cuna
TepTA NopLUHA",
"[ocnimKeHHs
repmeTuyHocTi");
Baet ®apma, C.A,,
Icnanis
(BMPOGHNLTBO
niodpinizaty 3a
MOBHUM LIMK/TOM;
KOHTPO/Ib AKOCTI
PO34mnHHKKA (KpiM
Tecty "Cuna Tepta
nopwHa");
nakyBaHHS
PO34MHHMKA Y HabIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHA Ta
BWMNYyCK Habopy;
BignoBiganbHWA 3a
BUNycK cepii); Betep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(BMpPOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noyaTKoBOro 3CyBY
nopwHs", "Cuna
TepTA NopLUHA",
"[locnigpKeHHs
repMeTnyHocTi");
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimewunHa
(BMpPOGHMLTBO Ta
KOHTPO/Ib AKOCTI

0o MoHorpadii €poneiicbkoi ®apmakonei (EBp.dapm.)
(2994) (peak-to-valley ratio). BeegeHHs 3MiH npoTarom 6
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM | TUMY - 3BY)EHHS
MeXx crneundikaLii 415 KOMNOHEHTY L-raTamiH, Wwo
BMKOPUCTOBYETLCSA NPV BUPOOHULITBI Ait040i peYOBUHM
HOHakor anbgha Ans nikapcbkoro 3acoby bexedike, 3
knacudikauii Food Chemical Codex o knacudikauii
dapm. CLA (United States Pharmacopoeia). Kpim Toro,
NPONOHYIOTLCA pefakLiiiHi NpaBkn 415 KOPUTyBaHHS
iHdbopmaii Wwoao dinbTpiB y po3aini 3.2.S.2.3-3.
BBefeHHs1 3MiH NpoTArom 6 micAuiB nicns 3aTBepKeHHs;
3MiHM | TUNY - 36iNbLIEHHSA TepMiHy 36epiraHHs aitoyol
pPEeYOBUHM HOHaKOT asibdha A5 NiKapCbKoro 3acoby
BeHedpikc (nponoHoBaHa pegakuis: 48 micsuis) -
NPONOHY€ETLCHA 06’eAHAHHA PO3AiNiB peecTpauiiHoro 4ochbe
(e CTD) 3.2.S.7.1 Stability Summary and Conclusions,
3.2.5.7.3. Stability Data - Long Term and 3.2.S5.7.3.
Stability Data — Accelerated 3 MeTOI CNpPOLLEHHS
KepyBaHHs uuknom 3MiH (for ectd lifecycle management
reasons). BeegeHHs 3miH npoTsrom 6 micauis nicns
3aTBEPAKEHHS;
3MiHW | TUNY - BUYYEHHS BUPOBHWNYMX AinbHULbL Eastgate
Industrial, (Kankakee, USA) Ta Invitrogen Corporation,
(Grand Island, USA) BignoBigasibH1X 3a noctayaHHs
iHCYNiHY, L0 BUKOPUCTOBYETHLCA NPU BUPOOGHULITBI
nikapcbkoro 3acoby beHecpikc
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

PO3UMHHKKA (KPiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopwHs", "Cuna
TepTA NopLUHA",
"[locnigpKeHHs
repMeTuyHocCTI"));
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimewunHa
(BizyanbHwii
KOHTPO/Ib, KOHTPO/1b
SAKOCTi PO3UYMHHMKA
(nmwe Tectu "Cuna
015 MOYaTKOBOro
3CyBY NopLuHA",
"Cuna tepta
nopLuHa",
"[ocnimKeHHs
repmeTnyHocTi");
Betep dapma-
depTuryHr rméx &
Ko. KT, HimeuunHa
(BizyanbHwuit
KOHTPO/Ib, KOHTPO/1b
AKOCTI PO3YMHHUKA
Kpim TecTiB "Cuna
0151 NOYaTKOBOro
3CyBY MOPLUHA",
"Cwna Teptsa
nopLuHsa",
"[locnigKeHHs
repMeTnyHOCTI")

33.

BEHE®IKC

niocpinizat ans
PO3umnHy ans
iH’ekuii no 2000
MO, 1 chnakoH 3
niocpinizatom, 1
nonepegHL0
HanoBHEHUIA
wnpuy 3
PO3YMHHUKOM
(0,234 % po3unH
HaTpito xnopuay y
BOAj 4NS iH'eKLiin)
no5wmn, 1
agantep gns

NOANIEP
EAyY.CLOI.
KOPMOPENLL
H

CLWA

BioNnaé6, C.J1.,
Icnanis
(anbTepHaTVBHA
naboparopis ans
TecTyBaHHS
npenapary 3a
NOKa3HNKOM
"CTepunbHicTb");
Baet bio®apma
niBbkH oh BaeT
PapmaceyTukasic
Nnc, CWA
(KOHTPO/Ib SIKOCTI
PO34mnHHKKA (KpiM

Icnanis/
cuwa/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNYy
- NPVBEAEHHS KPUTEPITB NPUAHATHOCTI XpoMaTtorpadiyHoi
cucTemMu Ans Ajtoyoi peqoBuHY nonacog alfa- Coagulation
Factor IX y BUrna4j KOHLEHTPOBAHOIrO PO3UnHY Y
BiANOBIAHICTL A0 MOHOrpadii €Bponeiicbkoi Papmakonei
(EBp. Papm.) (2522) (peak-to-valley ratio). BBegeHHs 3MiH
NpOTArom 6 MicsLiB NicNs 3aTBEPAKEHHS; 3MiHM | TUny -
npuBEAEHHS KpUTEPITB NPUAHATHOCTI XpomatorpadiuHol
cucTeMu A1 rOTOBOrO JlikapcbKoro 3acoby y BiANOBIAHICTb
0o MoHorpadii €sponeiicbkoi ®apmakonei (EBp.dapm.)
(2994) (peak-to-valley ratio). BBegeHHs 3MiH npoTarom 6
MiCALiB MiCNa 3aTBEPIKEHHS; 3MiHW | TUNY - 3BY)XXEHHSA
Mex crneundikaLii 415 KOMNOHEHTY L-rawTamiH, wo
BMKOPMCTOBYETLCSA NPV BUPOOHULITBI f1i040i peYOBUHM

3a
peyenmom

UA/16134/01/04
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
thnakoHy, 1 TecTiB "Cuna gns HOHakor asbha 4N nikapcbkoro 3acoby beHedike, 3
cuctemy ans no4yaTkoBOro 3cyBYy knacudikauii Food Chemical Codex o knacudikauii

iHdpy3ii, 2 TamnoHK
3i cnupTtom, 1
nnactup, 1
mapneBy
noayLueyky
BKNafaTb y
KapTOHHY KOpPOOKY

nopwHs", "Cuna
TepTA NopLUHA",
"[locnigKeHHs
repmeTuyHocTi");
Baet ®apma, C.A,,
Icnanis
(BMpPOGHMLTBO
niodpinizaty 3a
MOBHVM LVK/IOM;
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
Tecty "Cuna Tepta
nopwHs");
nakyBaHHs
PO34YMHHMKA Yy HabIp;
KOHTPO/Tb AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNyCK Habopy;
BiANoBiganbHUii 3a
BWMNYCK cepii); BeTep
Papma-depTUryHr
v6X & Ko. KT,
HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO3unHHKKa (KpiM
TecTiB "Cuna gns
no4yaTKoBOro 3CyBYy
nopwHs", "Cuna
TepTA NopLUHA",
"[ocnimKeHHs
repmeTuyHocTi");
Betep dapma-
®epTuryHr rméx &
Ko. KT, HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO3unHHKKa (KpiM
TecTiB "Cuna gns
no4yaTKoBOro 3CyBYy
nopwHs", "Cuna
TepTA NopLUHA",
"[ocnimKeHHs
repmeTunyHocTi"));
Betep dapma-

®apm. CLA (United States Pharmacopoeia). Kpim Toro,
NPONOHYIOTLCA pefakLiiiHi NpaBku 415 KOPUTyBaHHS
iHchopmawii wopo dinbTpis y posaini 3.2.5.2.3-3.
BBefeHHs1 3MiH NpoTArom 6 micsuiB nicns 3aTBepOKEHHS;
3MiHKM | TUNY - 36iNbLUEHHS TepMiHY 36epiraHHs Aito4ol
PEYOBUHM HOHAKOT asibdha 4151 NiKapCbKoro 3acoby
BeHedpikc (NponoHoBaHa pefakuis: 48 micsuis) -
NPOMNOHYETLCS 06’€AHAHHSA PO3iNiB peecTpauiiHoro f1ocke
(e CTD) 3.2.S.7.1 Stability Summary and Conclusions,
3.2.5.7.3. Stability Data - Long Term and 3.2.S5.7.3.
Stability Data — Accelerated 3 MeTO0 CMPOLLEHHSA
kepyBaHHs umkiom 3miH (for ectd lifecycle management
reasons). BeegeHHs 3miH npoTsrom 6 micauis nicns
3aTBEPAKEHHS;
3MiHV | TURY - BUNYYEHHS BUPOOHUUNX AinbHuLb Eastgate
Industrial, (Kankakee, USA) Ta Invitrogen Corporation,
(Grand Island, USA) BignosigancHnx 3a noctavyaHHs
iHCYNiHY, L0 BUKOPUCTOBYETLCS NPU BUPOBHULTBI
nikapcbKkoro 3acoby beHedikc
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

®epTuryHr rméx &
Ko. KT, HimeuunHa
(BizyanbHwuii
KOHTPO/1b, KOHTPO/b
AKOCTI PO3YMHHUKA
(nvwe Tectu "Cuna
AN N0YaTKOBOro
3CyBY MOpPLUHA",
"Cwna Teptsa
nopLuHsa",
"[locnigKeHHs
repmeTuyHocTi");
Betep dapma-
®epturyHr rméX &
Ko. KT, Himeyunna
(BizyanbHuiA
KOHTPO/Ib, KOHTPO/Ib
AKOCTi PO3UMHHUKA
Kpim TecTiB "Cuna
[O15 MOYaTKOBOro
3CyBY nopLuHa",
"Cuna tepTa
nopLuHs",
"[locnigpKeHHs
repMeTuyHOCTI")

34.

BEHE®IKC

niodpinizat gna
PO34MHY Ans
iH’ekuii no 3000
MO 1 dpnakoH 3
niocpinizatom, 1
nonepeaHLo
HanoBHeHUI
wnpuy, 3
PO3UYNHHVIKOM
(0,234 % po3unH
HaTpito xnopuay y
BOAj o151 iH'eKwiin)
nos5wmn, 1
afjantep gns
thnakoHy, 1
cuctemy ans
iHdy3il, 2 TaMNoHK
3i cnupTtom, 1
nnactup, 1
mapneBy
noayLueyky
BKNagawTb y

NOAV3EP
ENY.CLIL.
KOPMOPENLL
H

CLWA

Biofla6, C.1.,
Icnanisa
(anbTepHaTBHA
naboparopis 4ns
TeCTyBaHHS
npenapary 3a
NoKa3HUKOM
"CTepubHICTL");
Baet bio®apma
niBixH och BaeT
dapmaceyTukasic
Nnnc, CWA
(KOHTPOSIb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
no4yaTkoBOro 3cyBY
nopwHs", "Cuna
TepTA NopLUHA",
"[locnigKeHHs
repMeTnyHocTi");
Baet ®apma, C.A,,
Icnanis

IcnaHisi/
cuA/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny
- NPVBEAEHHS KPUTEPITB NPUAHATHOCTI XpoMaTtorpadivHoi
cucTemMu Ans Ajitoyoi pevoBuHY nonacog alfa- Coagulation
Factor IX y BUrnagi KOHLEHTPOBAHOIo PO3YnHY Yy
BiANOBIAHICTL A0 MOHOrpadii €Bponeiicbkol Papmakonei
(EBp. Papm.) (2522) (peak-to-valley ratio). BBegeHHs 3MiH
npoTArom 6 micALiB nicns 3aTBepMKEHHS; 3MiHun | Tuny -
npuBEAEHHS KpUTEPIiB NPUIAHATHOCTI XpomaTorpadivyHoi
CUCTEeMW AN FTOTOBOrO /iKapCbKOro 3acoby y BianoBiagHICTb
[0 MoHorpadii E€Bponeiicbkoi Papmakonei (Esp.dapm.)
(2994) (peak-to-valley ratio). BBegeHHs1 3MiH npoTarom 6
MicAILiB Micns 3aTBEPAKEHHS; 3MiHM | TUNY - 3BY)XXEHHS
MeX cneundikauii 4158 KOMIOHEHTY L-raioTamiH, wo
BUKOPVCTOBYETLCA NPU BUPOBHULITBI AjH0HO0T Pe4OBUHN
HOHakor asibha 4N nikapcbkoro 3acoby beHedike, 3
knacudikauii Food Chemical Codex o knacudikauii
®apm. CLA (United States Pharmacopoeia). Kpim TOro,
NPONOHYIOTLCS pefakLiiiHi NpaBku A5 KOPUTyBaHHS
iHchopmawii Wwoao dinbTpiB y posaini 3.2.5.2.3-3.
BBefeHHA 3MiH NPOTAroM 6 MiCALiB NiC/1A 3aTBEPIXEHHS,;
3MiHKM | TUNY - 36iNbLUEHHS TEepPMiHY 36epiraHHs Aito4ol
PEYOBUHM HOHAKOT asibdha A5 NiKapcbKoro 3acoby

3a
peyerimom

UA/16134/01/05
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o Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
KapTOHHY KOPOG6KY (BUPOBHMLTBO

niodpinizaty 3a
MOBHUM LIIK/TOM;
KOHTPO/b AKOCTI
PO3unHHKKA (KpiM

nopLuHs");
nakyBaHHs

KOHTPO/b SKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BUNYCK Habopy;

Papma-dPepTUryHr
M6X & Ko. KT,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib AKOCTI
PO34mnHHKKA (KpiM
TecTiB "Cuna gns
no4yaTkoBOro 3cyBYy
nopwHs", "Cuna
TepTA NopLUHA",
"[locnigKeHHs
repmeTuyHocTi");
Betep dapma-
®epturyHr rméX &
Ko. KI, HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34unHHYKKA (KPiM
TecTiB "Cuna gns
no4yaTkoBOro 3cyBy
nopwHs", "Cuna
TepTA NopLUHA",
"[locnigKeHHs
repmeTuyHocTi"));
Betep dapma-
®epturyHr rméX &
Ko. KI, HimeyunHa
(BizyanbHuiA
KOHTPO/Ib, KOHTPO/1b
AKOCTi PO3UMHHUKA
(nvwe Tectu "Cuna
[O715 MOYaTKOBOro

3CYBY MOpLUHA",

TecTy "Cuna tepta

pO34MHHMKA y HabIp;

BiANOBIAaIbHUI 3a
BWMYCK cepii); BeTep

BeHedhikc (nponoHoBaHa pefakuis: 48 micsauis) -
NPOMNOHYETLCA 06’€QHAHHA PO3A4iNiB peecTpauiiHoro 4OCLE
(e CTD) 3.2.S.7.1 Stability Summary and Conclusions,
3.2.S.7.3. Stability Data - Long Term and 3.2.S.7.3.
Stability Data — Accelerated 3 MeTO CNPOLLEHHS
KepyBaHHs umkiom 3MmiH (for ectd lifecycle management
reasons). BeeieHHs 3MiH NpoTAroM 6 micAuis nicas
3aTBEPAKEHHS;
3MiHK | TUNY - BUTYYEHHS BUPOOHWNUMX AinbHULL Eastgate
Industrial, (Kankakee, USA) Ta Invitrogen Corporation,
(Grand Island, USA) BignoBiganbHunx 3a noctavaHHs
iHCYNiHY, L0 BUKOPUCTOBYETLCS NPU BUPOBHNLTBI
nikapcbKoro 3acoby beHedikc
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
"Cuna tepTa
nopLuHs",
"[locnigpKeHHs
repMeTnyHocCTi");
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeuyunHa
(BizyanbHwii
KOHTPO/Tb, KOHTPO/b
SAIKOCTi PO3YNHHMKA
Kpim TecTiB "Cuna
4719 N0YaTKOBOrO
3CyBY NOpLUHA",
"Cuna tepta
nopLuHa",
"[ocnimKeHHs
repmMeTnyHoCTI")
35. BETMUTA Tabnetkun AcTtennac HigepnaH BMPOGHMLTBO bulk: CuA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/14532/01/01
NPOSIOHrOBaHoI Al dapma HOpon an ABapa HigepnaHnaun - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peuenmom
no 25 wr; no 10 B.B. dapmacbloTikan afpecy MicLs NPOBaKEHHS AiSNIbHOCTI
TabneTok y TekHonogxmc IHk., BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
6nictepi; no 1 a6o CLA; BK/IHOYAOUN AiNbHULI BUNYCKY cepii abo micue
3 6nictepuy nepBrHHa Ta NpoBefEeHHS KOHTPO/II0 AKOCTI. (AIANbHICTb, 3a AKy
KapTOHHIN nayui BTOPWHHA YNakoBKa, BiANOBIAA€e BMPOGHMK/IMNOPTEpP, BK/OUAOUM BUMYCK Cepild)
KOHTPO/Ib SIKOCTI, - 3MiHa agpecu BUpo6HKKa Actennac dapma HOpon b.B.,
BiANoOBigaIbHUIA 3a Higepnangn, 6e3 3MiHn Micua BUPOGHMLTBA. 3MiHM
BUMYCK cepii: BHECEHO B iHCTPYKLit0 A1 MEAMYHOrO 3aCTOCYyBaHHS
Actennac ®apma LLOA0 MiCLEe3HaXO4KEeHHA BUPOOHUKA 3 BifnoBigHMMN
tOpon B.B., 3MiHaMW y TEKCTi MapKyBaHHS yMakoBKMN MiKapCbKoro
Higepnanan 3acoby.
BBeaeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS.
36. BETMUIA Tabnetkun Actennac HigepnaH BMPOGHMLTBO bulk: CuA/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/14532/01/02
NPOJIOHroBaHOI fji dapma HOpon an ABapa HigepnaHgm - AOMIHICTpaTWBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
no 50 wr; no 10 B.B. dapmacbroTika agpecy Micusa NpoBaKEHHS AisiNIbHOCTI

Tabnetok y
6nictepi; no 1 a6o
3 6nictepn y
KapTOHHIN nayui

TekHonogxuc IHk.,
CLA;
nepByHHA Ta
BTOPUHHA YNaKoBKa,
KOHTPO/Ib AKOCTI,
BigNoBigasibHWI 3a
BUNYCK cepil:
Actennac ®apma
tOpon B.B.,
HigepnaHaun

BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpPoBeAEHHS KOHTPOSIIO AKOCTI. (LisNIbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK Cepild)
- 3MiHa agpecu BUpo6HKKa Actennac ®apma HOpon b.B.,
HigepnaHgu, 6e3 3miHu Micusi BUpo6HULTBA. 3MiHW
BHECEHO B iHCTPYKLt0 A1 MEAMYHOIO 3aCTOCYyBaHHS
LLIOA0 MiCLe3HaXOKEHHA BUPOOHMKA 3 BifNOBIAHUMU
3MiHaMK Y TEKCTI MapKyBaHHS YNakoBKW /iKapCbKoro
3acoby.

BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

37.

BIONIK
TYBEPKY/IH
nna-n

po3uunH ans
iH'ekwin 3
aKTUBHICTIO 2
TO/po3a; no 0,6
mn (6 gos), no 1
mn (10 gos), no 3
mn (30 go3) B
amnynax Ne 10;
abo komnnext: 1
amnyna no 0,6 mn
(6 £o3), 3 wWnpuum
3 ronkamy gns
BUTAraHH4, 3
rofikn gns
BBeAEHHS; abo
KomnnekT: 1
amnyna no 1 mn
(10 po3), 5
wnpuuis 3
ronikamu ans
BUTATaHHA, 5
ronoK ans
BBE/EHHS

AT "BIONIK"

YkpaiHa

AT "BIOJTIK"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy
- [0fAaBaHHA a/lbTepHATUBHOIO CcTaHAapTHOro 3pasky bCI1
Loy Ty6epkyniHy PPD cepii 300001 3a NOKa3HUKOM
«lpeHTudikauis Ta cneundiyHa akTUBHICTb»

3a
peyenmom

UA/15771/01/01

38.

BIO/IK
TYBEPKY/IH
nna-n

PO34MH Ana
iH'ekwil 3
aKTVBHICTIO 2
TO/po3a in bulk:
no 30 amnyn no
0,6 mn (6 fo3),
abo no 1 mn (10
n[o3), abo no 20
amnyn no 3 mn (30
[0,03) Y KapTOHHIl
YapyHKOBIli
ynakosLi; no 10
a6o no 20
KapTOHHUX
YyapyHKOBUX
yNakoBOK B
ynakosLi 3
KapTOHY

AT "BIONIK"

YkpaiHa

AT "BIONIK"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- f0faBaHHs anbTepHaTMBHOIO CTaHAAPTHOro 3pasky BCI
AodY Ty6epkyniHy PPD cepii 300001 3a noka3HMKOM
«lpeHTudpikauis Ta cneundiyHa akTUBHICTb»

UA/15772/01/01

39.

BPOHXONMITUH

cupon, no 125ry
dNaKoHi CKNsHOMY
a6o 3
nonietuneHTeped
Tanaty; no 1
h1aKOHY 3 MipHUM

AT
"Codpapma”

Bonrapis

AT "Codchapma”,
Bonrapis
(BUPOGHMLTBO
Hepo3dhacoBaHOT

NpoAyKLii, NepBuHHa

Ta BTOPUHHa

Bonrapis

BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 36iNbLUEHHS MakKcMasibHOro po3mipy cepii 'N3.
3anponoHoBaHo: Po3mip cepii: 7 350 ynakoBok; 23 000
yNnakoBOK

6e3
peyenma

UA/10064/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
CTakaH4MKoM y ynakoBka; A03BiN Ha
KapTOHHIN nayui BWMNYCK cepii)
40. BPY®EH® cupon, 100 mr/5 ABGOTT HimeuunH A66Bi C.p.n. ITanis BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/13154/01/01
M no 100 mny Nab6opaTtopi3 a - 3MiHM [0 IHCTPYKUIT ANS MEAWYHOrO 3aCTOCYBaHHS peuyenma
dhnakoHi; no 1 M6X nikapcbKoro 3acoby Ao po3sginis "Ocob6nmnsocTi
(h1aKoHy 3 MipHUM 3acTocyBaHHsA" Ta "lNob6iuHi peakuii” BiaNoBigHO 40
LINPULOM Y pekomeHgauiii PRAC; 3MmiHM | Tuny - 3MiHW BHECEHO [0
KapTOHHI KOpoOL;j TEKCTY MapKyBaHHS YNakoOBKW MiKapCbKOro 3acoby, a came
[ofaBaHHA MDKHapOAHUX OAMHULbL BUMIpOBaHHSA (SI).
BBefeHHs 3MiH NPOTAroM 6 MicALiB Nicns 3aTBEPAXKEHHS
41, BPY®EH® rpaHyIn Wunyyi AGGOTT HimeuumnH AG6GBI C.p.n. ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/13154/02/01
no 600 mr, 30 Na6opatopi3 a - 3MiHW [0 IHCTPYKUIT AN5 MEAWYHOIO 3aCTOCYBaHHSA peyenmom
calle B KapTOHHIi M6X nikapcbKoro 3acoby Ao po3ginis "OcobnnsocTi
Kopoo6Ui 3acTocyBaHHsA" Ta "Mo6iYHI peakuii” BignoBigHO 40
pekomeHpauili PRAC. BBeeHHS 3MiH NpOTArom 6-Tu
MicALiB NiCNSA 3aTBEPAYKEHHS; 3MiHW | TUMNY - 3MiHK
BHECEHO 10 MapKyBaHHs yNakoBKW /likapCbKoro 3acoby, a
came fofaBaHHSA MKHapPOAHUX OANHULb BUMIPIOBaHHSA
(s).
BBegeHHS 3MiH NPOTAroM 6-Tu MicALiB nic/is
3aTBEPAKEHHS
42, BYCKOMAH® po3yvH ans TOB "CaHodi- Ykpaina Bepixrep Icnanis BHECEHHS 3MiH 10 peecTpavyjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/6378/02/01
iH'ekuiii, no 20 ABeHTIC IHrenbxaiiv EcnaHa, - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY JlikapCbKOro peyenmom
mr/mn, no 1 mn B YkpaiHa" CA 3acoby 3 BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHs
amnyni; no 5 OAMHNLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs1 3miH A0
amnyn y KapTOHHil po3giny «MapkyBaHHs» MKSA /13. 3anponoHoBaHo: Po3gain
KopooLi «MapkyBaHHs» BignoBigHO [0 3aTBEpP)KEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBE,EHHSA 3MiH MPOTAroM 6 MicALUiB
nicns 3aTBepaKeHHs
43. BArIUUH- KpeMm BariHa/bHUi ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 3a UA/1712/01/01
340POB'A 2% no 20 ry Ty6i; 06MEXEHOI0 06MeXeHo - MOAAHHS OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI peyenmom
no 1 Ty6i pasom 3 BiAMNOBIAa/TbHI BiANOBIAA/LHICTIO €Bponevicbkin hapmakonei Ne R1-CEP 2003-060-Rev 05
3 annikatopamu CTHO "GapMaueBTUYHa 00151 Aio40T peyoBrHU KNniHgamiunHy docdart Bif, Bxe
BariHaNbHVMUN y "papmaueBTu KomnaHis "3gopos'a” 3aTBepaxeHoro BupobHnka ZHEJIANG TIANTAI
KapTOHHI Kopo6Li YHa KOMNaHis PHARMACEUTICAL CO., LTD, China
"3p0poB'a”
44, BA3AMPOCTA NOPOLLOK A/1A IOCB ®apma HimeuunH Elicika HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/4517/01/01
H® pO34unHy ans M6X a dapmacboTrKan3 - 3MiHW A0 IHCTPYKUii 415 MenyYHOro 3acTocyBaHHS peyernmom
iHdpys3iit, 20 mkr; 'm6X, HimeuyunHa nikapcbKoro 3acoby Ao posainy "MobiuHi peakwii”
no 10 amnyn (KOHTPOSIb AKOCTI (oHoBneHa iHdhopMaLis Npo 6e3neky Aito4oi pevoBUHN
(o6'emom 5 mn) 3 Hepo3dhacoBaHOT 3rigHo Bumor PRAC); 3MiHu Il Tuny - 3MiHW 0 IHCTPYKU;i
NMOPOLLKOM Yy npoAyKuii Ta [N MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao

KapTOHHI Kopo6Lii

BiANoOBiga/IbHUIA 3a

po3ginis "dapmakonoriyHi BNacTneocTi",
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
BUNYCK cepil; "MpoTrnokasaHHA","B3aemMogis 3 iHWMMU NliKapCbKUMU
BTOPUHHE 3acobamu Ta iHWi BUAW B3aemogiii”, "Oco6amBocCTi
nakyBaHHs); |4T 3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta 4o3u",
Bionorika 'M6X, "Mepepo3yBaHHA", "T0O6GIYHI peakuil, TakoX pegaroBaHo
HimeuunHa TekcT po3giny "®apmakoTepanesTuyHa rpyna’. BeegeHHs
(BMpPOGHMLTBO 3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepKEeHHS
Hepo3dghacoBaHOT
NpoAyKLuii, NnepBnHHe
nakyBaHHs,
Bi3ya/lbHWiA
KOHTPO/Ib, KOHTPO/1b
CcTepwunbHoCTi/6akTe
pianibHUX
€HAO0TOKCMHIB
Hepo3dacoBaHoi
npoAyKLiT)

45, BA3AMPOCTA NOPOLLOK A/1A IOCB ®apma HimeuunH KOHTPO/Ib SKOCTI HimeuunHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/4517/01/02
H® pO34unHy ans M6X a Hepo3dacoBaHOT - 3MiHW A0 IHCTPYKUii 415 MenyYHOro 3acTocyBaHHs peyernmom
iHdpy3iil no 60 Mmkr; npoayKuii, nikapcbKoro 3acoby Ao posainy "MobiuHi peakwii”

no 10 amnyn 3 BiANoBigabHUIA 3a (oHoBneHa iHdopMaLis Npo 6e3neky Aito4oi pevoBUHN
NOPOLLIKOM Y BUNYCK Cepil; 3rigHo Bumor PRAC); 3MiHu Il Tuny - 3MiHW 0 IHCTPYKU;i
KapTOHHI KopooLyi BTOpPUHHE 0N MeAMYHOro 3acToCyBaHHS fikapcbKoro 3acoby Ao
nakyBaHHs: Eiicika po3ginis "dapmakonoriuHi BNacTneocTi",
dapmacboTrKan3 "MpoTunokasaHHA","B3aemMogis 3 iHWUMU NiKapCbKUMU
'M6X, HimeuyuunHa,; 3aco6amMu Ta iHWi BUAW B3aemogiii”, "OcobmMBocCTi
BUPOGHMLTBO 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta 4o3un",
Hepo3dacoBaHOT "MepenosyBaHHsa", "Mob6iYHI peakuii”, TakoX pegaroBaHo
NpoAyKLii, NepBUHHE TeKcT po3ziny "®apmakoTepanesTuyHa rpyna’. BeegeHHs
nakyBaHHs, 3MiH NPOTArom 6-TU MIiCALB NiCNA 3aTBEPAXEHHS
Bizya/ibHWi1
KOHTPO/Ib, KOHTPO/1b
CTepubHOCTI/b6akTe
piasTbHUX eHO0TOKCK
HiB Hepo3dhacoBaHOl
npoaykuii: 14T
Bionorika MM6X,
HimeuunHa
46. BAJNEPIAHU KopeHeBuLa 3 AT YKpaina AT "ly6Hncpapm" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny bes UA/5387/02/01
KOPEHEBULUA | kopeHamu no 50 r "Nly6Hnchapm" - HAHEeCEeHHSs NMOBHOIO TEKCTY iHCTPYKUii /13 peyenma
3 KOPEHAMUA y naukax 3 TMnorpad)CbkMm Cnoco6oM Ha nauli, 6e3 BknagaHHs
BHYTPILLUHIM IHCTPYKLii A/19 Me4MYHOr0o 3aCTOCYBaHHS B Nayky. TekcT
nakeTom MapKyBaHHS fnLLIEe YKPAiHCLKOIO MOBO. BBefieHHs 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPAKEHHS; CYMyTHA
3MiHa: - 3MiHM 3 AKOCTi. FOTOBWIA NiKapcbKuii 3aci6.
KoHTposb roToBOro nikapcbKoro 3acoby. 3miHn go posginy
“Ynakoska'MKA /13, a came HaHeCeHHs1 NOBHOIO TEKCTY
iHCTPYKLIi A/19 Megn4YHOro 3actocyBaHHsa /13 Ha naJui, 6e3
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Ne

Hassa

®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
BKNAfaHHSA IHCTPYKLT 415 MeAUUYHOro 3acTOCyBaHHs B
nauky. BeefieHHs 3MiH NpoTArom 6-Tu Micauis nicns
3aTBepMKEHHS
47. BA/ICAP-AM TabneTku, BKPUTI Aypob6iHao IHais AypobiHgo dapma IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 3MiHu | TUNYy 3a UA/16657/01/01
nNiBKOBOKO dapma /114, Nimiteq - FOHIT VII - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyernmom
0060/10HKOI0, N0 5 BeeieHHs1 a60 3MiHM A0 y3arasibHEeHNX JaHux Npo
Mr/160 mr no 10 cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHNxX
Tabnetok y [aHuX nNpo cuctemy chapmakoHarnsgy, amiHa
6nicTepi; no 3 YMOBHOBaXEHOT 0co6W, BiANOBIAAILHOI 3a 34iiCHEHHS
6nictepu B hapMakoHarnsay; KOHTakTHOI ocobu 3 hapMakoHarnagy
KapTOHHI nayui 3asBHMKa AN 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bi, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHNA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLeHHi
MacTep-aiina cuctemy hapMakoHarnisay) - 3MiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapMakoHarnag.
MponoHoBaHa pepgakuia: MaH XaHymaHTy MNeHyanas.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAaXEHOI 0CO6U 3asBHIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa KOHTaKTHOI
0cobu ynoBHOBaXXeHOT 0cobyM 3a8BHMKA, BifNoBigabHOI 3a
hapmakoHarnag B Ykpaii.
MponoHoBaHa pegakuis: CamolineHko Aptem NaBnosuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0co6bm
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa mMicusa 34iCHEeHHS
OCHOBHOI AifsNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-haiina cuctemu
thapmakoHarnsgy
48. BANCAP-AM TabneTkn, BKpUTI AypobiHao IHais Aypob6iHao ®apma IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY 3a UA/16657/01/02
nNiBKOBOKO dapma JIT4, Nimiteq - FOHIT VII - 3MiHM Woao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyernmom

060s10HKOI0, No 10
Mr/160 mr no 10
Tabnetok y
6nicTepi; no 3
6nictepu B
KapTOHHI navui

BeefieHHs1 ab0 3MiHW 10 y3arasibHEHUX JaHux Npo
cuctemy thapmakoHarnagy (BBefAeHHs y3arasibHeHnX
[aHuX Npo cuctemy thapmakoHarnsgy, samiHa
YMOBHOB&XXEHOI 0CO6MU, BigNOBIfaNIbHOI 3a 34iAICHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
3asBHUKA 419 34iICHEHHA hapMakoHarnisgy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
YMNOBHOBaXeEHOT 0c06M 3as1BHUKA, BiAnoBigabHOI 3a
hapmakoHarnsag.

MponoHoBaHa pegakuis: MaH XaHymaHTy MNeHyanas.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0CO6Y 3asBHYKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsg. 3mMiHa KOHTaKTHOI
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
0Cco6M YNOBHOBaXEHOI 0CO6U 3as1BHKKA, BiANoBigaibHOI 3a
thapmakoHarnsg, B Ykpaii.
MponoHoBaHa pepakuis: CamoiineHko Aptem MaBioBuy.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0cobu
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa MicLsa 34iiCHEHHS
OCHOBHOI AifNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxoMKeHHs macTep-daiina cuctemm
chapmakoHarnsgy
49, BA/NICAPTAH TabneTku, BKPUTI CaHpo3 CnoBeHis Nex CnoseHisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/14686/01/01
CAHAO3® nNiBKOBOKO dapmacboTika dapmaLeBThYHa Icnanis/ - 3BYXEHHS MeXi cnevumdikayii gns nokasHuka «Cyma peyernmom
060/10HKO0, Mo 80 n3 a.a. KomnaHia a.4., LBeiiLapis nNpoAyKTiB po3nagy» Ao ?0,4%; 3MiHu | TUMy - 3BY)XXEHHSA

mr; no 14
Tabnetok y
6nicTepi; no 2
6nictepn y
KapTOHHI Kopo6Lyi

CnoBeHis (Bunyck
cepii); HoBapTic
dapmavueBTmKa

C.A., IcnaHis
(BMPOGHMLTBO "in
bulk", nakyBaHHs,
TEeCTyBaHHs);
Consiac Arl,
LBeiiLapis
(TecTyBaHHs)

MeXi cneuundikauii 4N nokasHnka «PO3YNHEHHS.
3anponoHoBaHo: He meHLwe 80% (Q) Bia 3asaBneHoi
KiNIbKOCTIi Y BiANOBIAHOCTI 3 TabMLel KpuTepiiB
NPUAHSATHOCTI NO rapmoHizoBaHux Ph.Eur., USP, JP
(Tinbky piBHi 1 i 2) uepes 30 XBUAVWH; 3MiHW | TURY -
BMNPOBa/PKEHHA HOBOTO BifbLL YYT/MBOrO Ta CENEKTUBHOIO
mMeToay BEPX Ans KOHTPO/0 NokasHuKiB «KinbkicHUI
BMICT», «lgeHTudikauis», NpogykT posnagy»; 3miHu |
TVNy - BNPOBaZ)XXeHHA oHoBNeHoro metody TLWX ana
nokasHuka «lgeHtudikadis», Wo nepegbdayae
3acTocyBaHHs 6ilbL 6e3neyHoi pyxoMoi dhasu; 3miHu |
TUMY - HE3HAYHI 3MiHW 3 TeCTi «PO34YMHEHHS». OHOBMEHHS
Baslijauii meToAy; 3mMiHv | TUNY - HE3HAYHI 3MiHW B TeCTI
«Mikpob6ionoriyHa unctota». [Jo4aTKoBO BHOCATLCS
KOpEeKLU|iliHi MpaBKu [0 NOKA3HWKIB «30BHILLHI/ BUrNa4» Ta
«O[HOPIAHICTL A030BaHUX OAVHULL»; 3MiHU | TUNy -
3anponoHoBaHo: Pucka noginy npusHayeHa nviie ans
noginy Tabnetkn 3 MeTo CrpPOLLEHHS NPUAHATTA | He
3aCTOCOBHa A/19 NoAiny TabneTkn Ha ABi PiBHI YaCTUHW.
TakoX 3MiHV BHECEHI [0 IHCTPYKLiT 4719 MeANYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby y po3gain "Jlikapcbka
hopma/OCHOBHI i3NKO-XiMi4HI BNAaCcTUBOCTI", IK HACNILOK
- 3MiHM A0 po3ainy "Cnocié 3acTocyBaHHA Ta A03U"; 3MiHN
| TMNYy - He3HauHi 3MiHN B TecTi «Po3unHeHHs» (by UV)

( yAOCKOHANIEHHSI B METOANL pO3paxyHKy); 3MiHW | Tuny -
He3HauHi 3MiH1 B MeTodi BEPX ans nokasHwkis
«laeHTudikauis», «KinbkicHWiA BMiCT», «[pogyKTn
po3snagy» (3MiHM yMOB 36epiraHHs po34nHy Ta YNCTOTU
PO3UMHIB); 3MiHW | TUMY - 3BYXKEHHA MeX cnevudikauii ans
nokasHuka «Escherichia Coli»,3anponoHosaHo:
Escherichia Coli: Absence in 1 g; 3MiHK | TUNY - 3BY)XXEHHS
MeX crneumdikauii 4ns nokasHvka «Cyma npoaykTis
po3snagy», 3anpornoHoBaHo: ?0,5%; 3MiHu | Tuny -
nepeknag 3arsepmxeHnx MKA Ha nikapcbkuii 3aci6 3
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

POCiiCbKOT Ha YKpaiHCbKy MOBY 3 ypaxyBaHHAM 3MiH,
nepepaxoBaHux B po3gini "IHwi 3miHn"

50.

BANICAPTAH
CAHAO3®

TabneTku, BKpUTI
nNiBKOBOKO
0060/10HKOI0, MO
160 wmr; no 14
Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbloTika

n3 4.4a.

CnoseHis

Nex
dapmMaLeBThyHa
KoMnaHis A4.4.,
CnoseHis (Bunyck
cepii); HoBapTic
PapmaLeBTnKa
C.A., IcnaHis
(BUPOGHMLTBO "in
bulk", nakyBaHHs,
TeCTyBaHHs);
Consiac AT,
Llseiiuapis
(TecTyBaHHs)

CnoseHis/
Icnanis/
Llseiiuapis

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy
- 3BYXEHHSA MeXi cnevumdikayii ans nokasHuka «Cyma
npoaykTis po3nagy» A0 ?0,4%; 3MiHu | TURY - 3BY)KEHHS
MeXi cneuudikauii 415 nokasHnka «PO3YNHEHHS.
3anponoHoBaHo: He meHLwe 80% (Q) Big, 3asBeHol
KifIbKOCTi Y BifNOBIAHOCTI 3 TAb/MLIEIO KpUTEPIiB
NPUAHATHOCTI NO rapmoHizoBaHux Ph.Eur., USP, JP
(Tinbkm piBHI 1 i 2) yepe3 30 XBUAWH; 3MiHU | TURy -
BMNPOBaKEHHS HOBOTO GiNblLL YyT/IMBOTO Ta CE/TEKTUBHOMO
mMeTody BEPX Ans KOHTposto nokasHukiB «KinbKicHWI
BMICT», «laeHTudikauisa», NpoaykTn posnagy»; 3miHu |
TUNYy - BNPOBAaXeHHA OHOB/IeHOoro metoay TLUX gna
nokasHuka «lgeHtudikayis», Wwo nepegbayae
3acTocyBaHHS BinbLL 6e3neyHol pyxomoi dasu; 3miHn |
TUNY - HE3HAYHI 3MiHUN 3 TeCTi «PO3UYNHEHHS». OHOBMEHHS
Bavlijauii MmeToAy; 3mMiHV | TUNY - He3HaYHi 3MiHW B TeCTI
«MikpobionoriyHa uncToTa». [logaTkoBO BHOCATHLCS
KOPEeKLU|iliHi MpaBKu [0 NOKa3HWKIB «30BHILLHIV BUTA4» Ta
«O[HOPIAHICTL [030BaHUX OAVHUL»; 3MiHU | TUNY -
3anponoHoBaHo: Pucka noginy npusHayeHa nvie ans
noAiny TabneTkn 3 METO CMPOLLEHHS NPUAHATTA | He
3aCTOCOBHA 719 No4iy TabneTkn Ha ABi PiBHI YaCTUHW.
TakoX 3MiHN BHECEHI A0 IHCTPYKUIT ANS MEANYHOIO
3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain "Jlikapcbka
hopma/OCHOBHI Di3NKO-XiMiYHI BMAaCTUBOCTI", IK HACNILOK
- 3MiHM A0 po3ainy "Cnocib 3acTocyBaHHA Ta 403U"; 3MiHU
| TMNYy - HE3HauHI 3MiHKN B TecTi «Po3unHeHHs» (by UV)

( yOOCKOHANEHHS B METOANL pO3paxyHKy); 3MiHW | Tuny -
He3HauHi 3MiHM B MeToi BEPX ans nokasHukis
«laeHTudikauis», «KinbkicHUA BMiCT», «MpogyKTn
po3naay» (3MiHV YMOB 36epiraHHsi PO34MHy Ta YACTOTH
PO34MHIB); 3MiHM | TUNY - 3BY)XXEHHA MeX cneumdikauii ons
nokasHuka «Escherichia Coli»,3anponoHoBaHo:
Escherichia Coli: Absence in 1 g; 3MiHuK | TUNY - 3BY)XXEHHS
MeX crneumdikauii s nokasHvka «Cyma npoaykTis
po3nagy», 3anponoHosaHo: ?0,5%; 3miHun | Tuny -
nepeknag 3arBepmxeHnx MK Ha nikapcbkuii 3aci6 3
POCiliCbKOT Ha YKpaiHCbKy MOBY 3 ypaxyBaHHsSM 3MiH,
nepepaxoBaHux B po34ini "IHwwi 3miHn"

3a
peyenmom

UA/14686/01/02

51.

BET KOMO4®

Kpanni ouHi, 20
mr/mn; no 10 mny
6araTof03080My
n1acTUKOBOMY

YPCAD®APM
ApuHaiimiTTen
b 'M6X

HimeuunH
a

YPCA®APM
ApuHaimiTTeNb
rmM6X

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiais: -3MiHu |
My - AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro
3aco6by - 3MiHa Ha3BW MiKapCbKoro 3acooby.
3ATBEPXXEHO: BET-KOMO/, (WET-COMOD®).

6e3
peyenma

UA/7332/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
KOHTelHepi, 3AMPOMNOHOBAHO: BET KOMO/A® (WET-COMOD®).
OCHalleHoMy BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nmicns
MOBITPOHENPOHWKH 3aTBep/AKeHHs. 3MiHK | Tuny - 3MiHK WoAo
MM Hacocowm; no 1 6e3nekun/edrekTBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) -
KOHTeliHepy B BHeCeHHs 3MiH 0 po3giny «IpadyiuHe 306pakeHHs
KapTOHHI Kopo6Lyi ynakoBku» MKA N3: 3aTBepakeHo: po3ain «FPAPIYHE
30BPAXXEHHSA YIMAKOBKW». 3anponoHoBaHo: po3zin
«MAPKYBAHHS» 3rigHO 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHS1. OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3 BHECEHHAM iHthopmalii Lwoao
3a3Ha4YeHHs OAVHULb BUMIpPOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
52. BISUH® Kpansi ouHi, MakHin Benuka AHcceH Benbris BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/11541/01/01
KNACUYHNIA po3unH 0,05 % no MpopakTc BpuTaHis dapmalesTuka HB - 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta chapmakoHarnagy. peyenma
15 mn y donakoHi 3 NimiTen BBeneHHs1 ab0 3MiHU A0 y3arasibHEHUX JaHWX Npo
nonieTunexy 3 cucTemy hapmakoHarnsagy (BBefeHHS y3arasibHeHNX
KpanenbHULElo; AaHux Npo cuctemy apmakoHarnsgy, smiHa
no 1 dpnakoHy B YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
KapTOHHIN hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
ynakoBLj 3asBHMKa AN 34iiCHEHHS ddapMakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BK/HOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHi
MacTep-alina cuctemy hapMakoHarnisay) - 3MiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis: ArHeluka Meiuep-AaHH /
Agnieszka Majcher-Dann. 3miHa KOHTaKTHUX JaHWX
YNOBHOBaXeHOI 0cobu, BiANOBiAabHOI 3a
thapmakoHarnag. 3miHa Micus 34ilACHEHHS] OCHOBHOT
AISNbHOCTI 3 hapmakoHarisgy. 3MiHa MiCLLEe3HaX0AKEHHS
macTep-gaiina
53. BIKANNIH® Tabnetku, no 10 MAT YkpaiHa MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 6e3 UA/4775/01/01
Tabnetok y "Tanmudgapm” - 3MiHa HallMeHyBaHHs 3asiBHMKa, 6e3 3MiH y MKA /13 peuyenma

cTpunax abo y
6nictepax; no 10
Tabnetok y
6nicTepi; no 2
6nicTepy B nayw,i

(3aTBepmxeHo: MAT "Tanuudapm"); 3anponoHOBaHo:
MoBHa Ha3Ba AKLjioHepHe ToBapucTBo " Mannydapm"
CkopoueHa HasBa MNAT " Fannydapm” 3miHa
HalilMeHyBaHHS 3asiBHUKa 6e3 3MiH B iHCTpYKLi ons
MeJMYHOro 3aCTOCYBaHHA Ta y TEKCTi MapKyBaHHs J13;
3MiHK | TUNY - 3MiHa HaliMeHyBaHHS1 BUPOOHMKa, 6e3 3MiH y
MKA N3 (3atBepmkeHo: MNAT "Tanunydapm”, MAT
"KvnismegnpenapaTt"); 3anponoHoBaHo: NoBHa Ha3Ba
AKLjiOHepHe ToBapucTBO "Tannudapm” AKLioHepHe
ToBapucTeo "Kuismeanpenapar” CkopoyeHa Ha3sa MNAT
"lManuudapm” MAT "Kuismegnpenapar” 3miHa
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
HaliMeHyBaHHs1 BUPOGHUKIB 6€3 3MiH B iHCTPYKLT AN
MEeAMYHOro 3aCTOCYBaHHSA Ta Yy TEKCTi MapKyBaHHs J13
54. BIIbBIO TabneTku, BKpUTI E66Bi LLiBeiuapi E66Bi [oiiuneHs HimeuumHa/ | BHeCEHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 3a UA/16091/01/01
nNiBKOBOKO Biochapmacsto a m6X i Ko. KT, Ipnangis - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peuenmom
060/10HKOI0, N0 Tikan3 MmeX HimeuunHa 3ac06y 3 BHECEHHAM iHthopMalii LWoA0 3a3HaYeHHS
12,5 mr/75,0 (nepBuHHe Ta OAVHWLb BUMIpIOBaHHSA Y cucteMi Sl. TepMiH BBeeHHSA
Mr/50,0 mr Ne56: BTOpPUHHE 3MiH NPOTAroM 6 MiCALIB MicNa 3aTBepAKEHHS
no 2 tabnetkn y nakyBaHHs, BUMyCK
6nicTepi, no 7 cepii); PypHbe
6nictepiB y Na6opaTtopi3
KapTOHHif Alipneng Nimitepa,
Kopob6ui, no 4 IpnaHgis
KOpO6KN y (BUPOBHMLTBO
rpynosii nikapcbkoro 3acoby,
KapPTOHHI Kopobui TEeCTyBaHHs)
55. BIPENAKIP TabneTku, BKpUTI E66Bi Lseliuapi E66Bi Alipneng HN IpnaHgis/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/16092/01/01
N/iBKOBOO Biochapmacbto A B.B., IpnaHgis Himeyunna - OHOBJ/IEHHS TEKCTY MapKyBaHHA YNaKoBKM /liKapCbKOro peyernmom
06010HKO0, N0 Tikan3 MmeX (BMpPOGHMLTBO 3aco6y 3 BHECEHHSIM iHchopMaLii LLoA0 3a3HaYEHHS
250 mr Ne56: no 2 nikapcbKoro 3acoby, OAVHWLb BUMIpIOBaHHA Y cuctemi Sl. TepmiH BBefeHHSA
Tabnetkn y TecTyBaHHs); E66BI 3MiH - NPOTArom 6 MicsLiB Micns 3aTBEpPAKEHHS
6nicTepi; no 7 Hoiunena rméX i
6nicTepiB y Ko. KI', HimeuunHa
KapTOHHIN (nepBuHHe Ta
Kopob6uj; no 4 BTOPVIHHE
KOpO6KM y nakyBaHHs, BUMyCK
rpynoBiii cepii)
KapPTOHHI Kopobui
56. BITAMNPOCT cynosuTopii TOB "®3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/14209/01/01
pekTasbHi; no 5 "BIOGAPMA" "BIO®APMA" TMny - AQMIHICTPaTVBHI 3MiHM. 3MiHa Ha3BW NiKapCbKOro peyenma
Cyno3uTopiiB y 3aco6y - 3mMiHa Ha3BuW NikapCcbKoro 3acoby.
KOHTYPHIlA 3ATBEPIXXEHO: MPOCTEKC (PROSTECS).
YapyHKOBIli 3AMPOMNOHOBAHO: BITAMNPOCT (VITAPROST).
ynakosLi, rno 2 BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
KOHTYpHI 3aTBEepKEHHS.
YapyHKOBI
yNaKoBKMW y nauui
57. BOJ/IbTAPEH® cynoswuTopii no 50 HosaprTic LLsenuapi Jencbapm XtoHiHr ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/9383/01/02
Mr o 5 dapwma Al a CAC - 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta chapmakoHarnagy. peyenmom

CynosuTopiiB y
cTpwni, no 2
CTpunu B KOpoobLi
3 KapTOHY

BBeeHHs1 a60 3MiHM 0 y3arasibHeHUX AaHuX Npo
cucTemy hapmakoHarnsgy (BBefeHHs y3arasibHEHNX
AaHuX Npo cuctemy apmakoHarnisgy, smiHa
YNOBHOBaXEHOT 0CO6Y, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3a8BHMKa AN 34iiCHEHHSA ddapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BK/IHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHWN Yy pO3MiLLEeHHi
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

MacTep-aiina cuctemy papMakoHarnisay) - 3MiHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
chapmakoHarnsg,.

MponoHoBaHa pepakuin: David J Lewis, B.Sc (Hons), Ph.
D. 3miHa KOHTaKTHWUX JaHUX YNOBHOBaXKEHOT 0cobm
3asBHMKa, BiANOBIAA/bLHOI 3a hapmakoHarnsag. 3miHa
MicLs 34iiCHEHHSA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy

58.

BONbTAPEH®

cynosuTopii no
100 mrno 5
cynosuTopiiB y
cTpuni, no 1
CTpuny B KopoobLi
3 KapTOHY

Hosapric
®Papma Al

LLiBeiuapi
2

Lendhapm XioHiHT
CAC

PpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHM Wopao 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
cucTemy hapmakoHarnsagy (BBefieHHs y3arasibHeHUxX
[aHyx Npo cuctemy hapmakoHarnsgy, smiHa
YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bifj, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEeHHA ddapmakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemy papmakoHarnisay) - 3miHa
YMOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMoBigabHOI 3a
hapmakoHarnsag.

MponoHoBaHa pepakuyis: David J Lewis, B.Sc (Hons), Ph.
D. 3miHa KOHTaKTHMX JaHUX YNOBHOBaXKEHOT 0cobm
3asBHVKa, BigNoBigasIbHOI 3a dhapmakoHarnsg. 3miHa
MicLS 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy

3a
peyenmom

UA/9383/01/03

59.

BOJ/IbTAPEH®

cynosuTopii no 25
Mr no 5
CynosuTopiiB y
cTpuni, no 2
CTpunu B KOopoou,i
3 KapPTOHY

HosaprTic
dapma Al

Lseliuapi
a

[Jencbapm XioHiHr
CAC

®paHuisa

BHECEHHS 3MiH 10 peecTpayiiiHux maTtepianis: 3MiHW | TUNY
- 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy.
BBefieHHst a60 3MiHM [0 y3araslbHEHUX AaHKX NPo
cucTemy hapmakoHarnsgy (BBefieHHs y3arasibHEHNX
OaHnx npo cuctemy chapmakoHarnsgy, 3amMiHa
YMNOBHOBaXEHOT 0C06U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsfy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3as1BHMKA 4719 34iICHEeHHs hapMakoHariagy B YkpaiHi,
AIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
MacTep-aiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBAXXEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
hapMakoHarnag.

MponoHoBaHa pepakuin: David J Lewis, B.Sc (Hons), Ph.
D. 3miHa KOHTaKTHUX JaHuX YNOBHOBaXeHO!T ocobm
3asBHVKA, BignoBigasibHOI 3a dhapmakoHarnsag. 3miHa
MicLs 3AiiCHEHHS OCHOBHOI Aisi/IbHOCTI 3

3a
peyenmom

UA/9383/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
chapmakoHarnsgy
60. FAPAACUN | cycneHsia ans Mepk Wapn i LLisenuapi Mepk Wapn i Joym HinepnaHgy | BHECEHHs 3MiH 40 peecTpaviiHux maTepiasnis: 3MiHu | Tuny 3a UA/13451/01/01
GARDASIL® iH'ekuili; 1 a6o 10 Joywm IAEA A B.B., HigepnaHau / CLWA - OHOBJ/IEHHSA TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peyenmom
BAKUVHA thnakoHis (no 0,5 6X (BTOpUHHE 3aco6y 3 BHECEeHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
MNPOTU BIPYCY | mn (1 go3a)) y nakyBaHHs, [03BiN OAVHVLb BMMIpIOBaHHA y cuctemi Sl. TepmiH BBeEHHS
NANIIOMU KapTOHHil Ha BUMycK cepii); 3MiH - NPOTArom 6 MicsLiB NicNs 3aTBepaKEHHS
noanHn Kopobui; 1 a6o 6 Mepk Wapn i Joym
(TuniB 6, 11, nonepegHLo Kopn., CLLA
16, 18) HanoBHEHWX (BMpPOGHMLTBO
KBAOLPUBANE wnpuyis (no 0,5 Hepo3dacoBaHO!
HTHA mn (1 gosa)) y NPOAYKLii, KOHTPO/Tb
PEKOMBIHAHT | komnnekTi 3 1 AKOCTi Ta NepBUHHE
HA rONKOK y nakyBaHHs)
KOHTYPHIl
KOMIipKOBIi
ynakoBLi B
KapTOHHI Kopo6Lii
61. FAPAACUN | cycneHsia ans Mepk Wapn i Lseliuapi Mepk Wapn i Joym HigepnaHay | BHeCEHHS 3MiH A0 peecTpauiiiHux maTtepianis: 3mMiHW | TUny 3a UA/13451/01/01
GARDASIL® iH'ekuili; 1 a6o 10 Joywm IAEA A B.B., Higepnanau / CLLA - fgofasaHHa metogy NIMBUS IVRP sk anstepHatuBHOro peyenmom
BAKUWHA hnakoHis (no 0,5 6X (BTOpUHHE 0o metogy MANUAL OD IVRP gnst BunpobyBaHHs
MPOTWU BIPYCY | mn (1 gosa)) y nakyBaHHs1, 4O3BiN rOTOBOrO JliKapCbKOro 3acoby Ta fiilo4oi pe4yoBMHM 3a
NAMNIIOMA KapTOHHiiA Ha BUNycK cepii); nokasHukamu BigHocHa akTUBHICTb in vitro (in vitro Relative
noanHn Kopobui; 1 abo 6 Mepk Wapn i Joym Potency (IVRP), |geHTudikauis (ID) Ta MNoBHOTa agcop6buii
(TniB 6, 11, nonepegHL0 Kopn., CLLA (COMPADS), 6e3 3MiHV KpUTepiiB NPUAHATHOCTI. 3MiHa
16, 18) HanoBHEeHMX (BMpPOGHNLTBO KBasichikaLii po6oyoro eTasoHHOro cTaHaapTy cepil
KBAOPUBANE wnpuyis (no 0,5 Hepo3dacoBaHo| 0658271 BignoBigHO 40 a/lbTepHATVBHOIO MeToay
HTHA mn (1 gosa)) y NPOAYKLUIT, KOHTPO/Ib KoHTposito NIMBUS IVRP. TepmiH BBefieHHS 3MiH - 6
PEKOMBIHAHT | komnnekTi 3 1 AKOCTI Ta NEPBUHHE MiCALIB MiCNA 3aTBEPKEHHSA
HA ro/IKOK y nakyBaHHS1)
KOHTYpHilA
KOMipKOBIiA
ynakoBLi B
KapPTOHHI Kopobuj
62. FEK-IHDY3IA po3uunH gns MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHW | TUNY 3a UA/5131/01/02
10% iHdpysiin no 200 mn akujioHepHe akujioHepHe - NoJaHHs1 OHOB/IEHOrO cepTuddikaTa BiANOBIAHOCTI peyenmom
a6o no 400 mny TOBapuUCTBO TOBapUCTBO €Bponelicbkiit hapmakonei Ne R1-CEP 2008-105-Rev 01
nasLwkax "Indpysia” "Indpy3ia” ANA Ailo40i peYoBUHY HATPIK0 XI0PUY, Bif, BXe

3aTBepmxeHoro BupobHuka Akzo Nobel Salt A/S, daHis,
AKWIA 3MiHMB Ha3By Ha Dansk Salt A/S, [aHis
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
63. FEK-IHDY3IA po34nH ons MpuBaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 3a UA/5131/01/01
6% iHdpysiin no 200 mn akuioHepHe akujioHepHe - NoJaHHss OHOBNEHOro cepTudpikaTa BiANOBIAHOCTI peyenmom
abo no 400 mny TOBapUCTBO TOBapUCTBO €Bponevicbkinn hapmakonei Ne R1-CEP 2008-105-Rev 01
nasLwKax "IHdpy3isn” "IHdpy3in” 015 Ai040T PeYOBVHU HATPItO X/10pUA Bif, BXe
3aTBepxeHoro Bupo6Huka Akzo Nobel Salt A/S, faHis,
AKWIA 3MiHMB Ha3By Ha Dansk Salt A/S, [aHis
64. FEKCAKCUM® | | cycneHsisa gns CaHodi ®paHuisa CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH 10 peecTpayiiiHux maTtepianis: 3mMiHW | TUNY 3a UA/13080/01/01
HEXAXIM iH’ekuii no 0,5 mn Mactep ®paHLis (NoBHWI YroplmHa - OHOB/IEHHS BHYTPILLHBOI cneuudikauii BUXigHoi peyenmom
BAKUWHA ANA | (1 gosa) B LMKN BUPOOHNLTBA, peyoBUHW aurigpasngy aguniHoBOI KUC/IOTH, LU0
MPO®ITAKTUK | nonepefHbO BUNYyCK cepii); 3aCTOCOBYETLCA MPY BUPOBHULTBI OUMLLLEHOrO
N ANDTEPII, 3aMoBHEHUX CaHodi-ABEHTIC nonicaxapuay Haemophilus influenzae Tuny b. 3miHm I
NMPABLA, wnpuyax 3 1-eto Mpaiisit Ko. NiT4,, TMNy - 3aMiHa noctavasibHMKa BUXigHOI pe4oBUHU
KALLUTHOKY (a6o 2-ma) Mnatdpopma ovrigpasuay aguniHoBOT KUCNOTK, LLLO 3aCTOCOBYETLCS NpU
(ALENKONAPH oKpeMummn NOricTuKM Ta BUPOGHMLTBI oumLLieHoro nonicaxapugy Haemophilus
nin ronikamu, no 1 ancTpubyuii y m. influenzae Tuny b. 3anponoHoBaHo: MNMocTavyasibHUK:
KOMMOHEHT), wnpuuy B Byaanewr, Menadiona (Spain)
FENATUTY B KapTOHHIN YropLmHa
PEKOMBIHAHT | ynakosuj; no 0,5 (BTOpUHHE
HA, mn (1 fosa) B nakyBaHHs1, BUMYCK
NOoNIOMIENITY | nonepefHbO cepii)
IHAKTUBOBAH | 3anoBHeHuX
ATA wnpuyax 3 1-et0
3AXBOPIOBAH | (a6o 2-ma)
b, oKpeMnmun
CNPUYNHEHN ronkamu, no 1
X wnpuuy B
HAEMOPHILUS | ctaHgapTHO-

T™MnY B
KOH'IOrOBAH
A!
AJICOPBOBAH
A, PIOKA

€KCMOPTHIl
ynakoBLj, sika
MIiCTUTBCA Y
KapTOHHI KopooLyi
3 iHCTpYKUieto Ans
MeANYHOro
3aCTOCyBaHHS; No
0,5 mn (1 gosa) B
nonepeaHLo
3anoBHEHUX
wnpuuax 3 1-et0
(abo 2-ma)
OKpPEMUMMN
ronkamu, no 10
wnpuuis B
KapTOHHii
ynakosui; no 0,5
M (1 gosa) B
nonepeaHLo
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

3anoBHEHUX
wnpuuax 3 1-et0
(abo 2-ma)
oKpemymu
ronkamu, no 10
Lwnpuuis B
CTaHAapTHO-
€KCMOPTHIN
ynakoBLi, ska
MIiCTUTBCA Y
KapTOHHI Kopo6Lyi
3 iHCTpyKUjeto Ans
MeANYHOro
3aCTOCyBaHHS; No
0,5 mn (1 gosza) y
thnakoHax, no 10
hnakoHiB y
KapTOHHil
ynakosLi; no 0,5
mn (1 gosa) y
thnakoHax, no 10
(hN1akoHiB B
CTaHAapTHO-
€KCTOPTHIN
ynakoBLi, sika
MICTUTBCA Y
KapPTOHHI Kopobui

65.

FEKCAKCUM® |
HEXAXIM
BAKLUVHA ANs
MPO®INAKTUK
N ANDTEPII,
NMPABLS,
KALLI/THOKY
(ALEENIONSAPH
nn

KOMMNOHEHT),
FENATUTY B
PEKOMBIHAHT
HA,
noniomMienity
IHAKTUBOBAH
ATA
3AXBOPIOBAH
b,
CNPUYUNHEHN
X

cycneHsia ans
iH’ekuii no 0,5 mn
(1 po3a) B
nonepegHL0
3aMoBHEHMX
wnpuyax 3 1-eto
(a6o 2-ma)
oKpeMUmHn
ronikamu, no 1
Lnpuuy B
KapTOHHIN
ynakosui; no 0,5
mn (1 fosa) B
nonepegHL0
3arnoBHeHNX
wnpuyax 3 1-ew0
(a6o 2-ma)
oKpemMnummn
ronkamu, no 1

wnpuy B

CaHodpi
Mactep

PpaHuin

CaHodpi MNactep,
®paHLis (NoBHWI
LMK/ BUPOGHMLTBA,
BUNYyCK cepii);
CaHochi-ABeHTiC
Mpaiisit Ko. NiT4,,
Mnatdpopma
NoricTvkn Ta
ancTpubyuii y m.
Bypanewr,
YroplmHa
(BTOpUHHE
nakyBaHHs, BUMyCK
cepii)

PpaHuin/
YroplmHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- HE3HAYHI 3MiHM A0 BUNPObYBaHHSA «laeHTudikauis»
LjiaHoreH 6pomigy, L0 BUKOPUCTOBYETLCS B SIKOCTI
CUMPOBUHMW NPU BUPOBGHULITBI Ait040I pevOBUHU
Haemophilus influenzae tuny b (PRP-T). PegakuiiHi
npasku [0 po3giny focke 3.2.S.2.3;
3MiHuM | TUNY - 3MiHK Ao in-house cneyudikauii MmanbTo3u,
LLIO BUKOPUCTOBYETHCS B IKOCTi CUPOBUHMN Mpu
BVMPOGHMLTBI Ait040T PEYOBUHY OUYNLLEHOTO ANPTEPIAHOrO
aHaTokcuHy (PDT): 3amiHa meToAVKMn BUNpobyBaHb AN1s
ineHTudhikauii ManbTo3m (ineHTudikauis TecT B) Ta
BU3HAYEHHS BMICTY [/110KO31 3 peakuii bapdena Ha meTog
TOHKOLLapoBoi xpomaTorpadii (TLLUX); 3miHa kpuTepiis
MPUAHATHOCTI FPaHMYHOro BMICTY [/110KO3U. TepMiH
BBEJEHHS 3MiH - rpyfeHb 2020

3a
peuyenmom

UA/13080/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
HAEMOPHILUS | ctaHgapTHO-
TANY B eKCMopPTHIiN
KOH''OrOBAH ynakoBLi, ska
A, MIiCTUTBCA Y
A[ICOPBOBAH | kapTOHHIi KOpo6Lii
A, PIOKA 3 iHCTpyKUj€eto Ans

MeANYHOro
3aCTOCYBaHHS; Mo
0,5 mn (1 gosa) B
nonepeaHLo
3anoBHEHUX
wnpuyax 3 1-eto
(a6o 2-ma)
oKpemmun
rosikamu, no 10
Lnpuuis B
KapTOHHIN
ynakosui; no 0,5
mn (1 fosa) B
nonepegHL0
3anoBHEHUX
wnpuyax 3 1-eto
(a6o 2-ma)
oKpemuMu
ronikamu, no 10
wnpuuis B
cTaHfjapTHO-
€KCTMOPTHIl
ynakoBLj, sika
MIiCTUTBLCA Y
KapTOHHI KopooLyi
3 iHCTpYKUjEeto aAns
MeANYHOro
3aCTOCyBaHHS; No
0,5wmn (1 goza) y
dhnakoHax, no 10
h1aKkoHiB y
KapTOHHIN
ynakosui; no 0,5
mn (1 fosa) y
hnakoHax, no 10
donakoHiB B
cTaHgapTHO-
eKCMopPTHIi
ynakoBLi, ska
MIiCTUTBCA Y
KapPTOHHI KopobUi
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
66. FEKCOPAN® cnpeii gns MakHin Benuka $amap OpneaH PpaHuis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 6e3 UA/7714/01/01
poToBOi Mpoaakrc BputaHis - 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenma
nopoxHuHM 0,2 %); NimiTen BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHKX NPo
no 40 mn B cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
anoMiHieBOMYy JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
6aoHi; no 1 YMOBHOBaXEHOT 0C06U, BiANOBIAA/ILHOT 3@ 34iiCHEHHS
6anoHy B hapMakoHarnsay; KOHTakTHoOI ocobu 3 hapMakoHarnagy
KapTOHHIM 3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B Ykpaii,
ynaKkoBLi AKLLIO BOHA BigMiHHA Bi, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHi
MacTep-aiina cuctemy papMakoHarsisay) - 3mMiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnag.
MponoHoBaHa pegakuis: ArHelka Meiyep-AaHH /
Agnieszka Majcher-Dann. 3MiHa KOHTaKTHUX JaHWNX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3MiHa Micus 34iACHEHHSI OCHOBHOT
LisNbHOCTI 3 chapmakoHarniagy. 3MiHa MicLe3HaxXo4KeHHs
macTep-ghaiina
67. FEHTAMILUVHY | po3uuH ons MAT YkpaiHa MNAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/7197/01/01
CYNb®AT iH'ekuili, 40 mr/mn "Tanuudgpapm" - 3MiHK 3 sIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KoHTposb peuenmom
no 2 mn B amnyni; [OMOMDKHMX peyoBMH. 3MiHa napameTpis cnevudikawii
no 10 amnyny Ta/abo foMyCTUMUX MeX A/ AOMOMIKHOI pe4oBUHM (iHLUi
KOHTYpHil 3MiHW); CynyTHS 3MiHa: - 3MiHU 3 IKOCTi. FoTOBWUIA
YapyHKOBIli nikapcbkuii 3aci6. KOHTPOb AOMNOMIKHMX PeYOBUH. 3MiHa
ynakosui; no 1 y MeToAax BUNpobyBaHHA JOMOMDKHOI pe4OBUHM (iHLUi
KOHTYpHil 3MiHM Y MeToAax BUNpobyBaHHA (BKIOUYakouy 3amiHy abo
YapyHKOBIli AopasaHHsn)) MNpusedeHHs cneundikauii Ta MeTo4is
ynakoBLi B nauu; KOHTPO/II0 4719 OMOMDKHOI peqyoBuHn Boaa ans iH'ekuiit
no 2 mn B amnyni; 00 BuMor moHorpadii EP/A®Y, pitovoro BuaHHs, a came:
no 10 amnyny BWJ/TYYEHHS NOKa3HMKa «pH» Ta pedakuiiHi yTOYHEHHST 415
KOHTYpHIlA nokasHuka «Mikpo6io/IoriYHNA MOHITOPUHT»
YapyHKOBIli
ynakoBLyj,
3anasHivi nanepom
68. FENTPAN® NOPOLLIOK ABGOTT HimeuuunH BMPOBHULTBO, Ipeuisi/ BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/6993/02/02
niocpinizoBaHuit JlabopaTtopi3 a nepBrHHE ITania/ - BHECEHHS 3MiH A0 po3giny “MapkyBaHHs” MKHA 113" peyenmom
A9 PO3UNHY AN M6X nakyBaHHs, PpaHuis 3anponoHoBaHo: MapkKyBaHHsA. CorfacHo yTBepXaeHHoMy

iH'eKUili no 500 wr,
5 CKNAHNX
(hNaKoHiIB 3
NOPOLLIKOM
niocpinizoBaHnm
Ta5amnyn 3
PO3YMHHUKOM (L-

KOHTPO/b AKOCTi Ta
BMNYCK Cepilt
po3unHHMKa in bulk:
damap A.B.E.
Animoc MNnaHT 63,
Byn. Ar. JimiTpiy,
Ipeuis;

TEKCTY MapkmpoBkN. OHOB/IEHHSI TEKCTY MapKyBaHHS
YNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHdhopmavii
LLI0A0 3a3HAYEHHS1 OAMHWLL BUMIPIOBaHHS y cucTeMi Sl.

BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
Ni3uH, HaTpito BMPOBHULTBO,
rigpokcng, soga nepBuHHE
Ons iH'ekuiid) no 5 nakyBaHHS Ta
MJ1 B KOHTYpHiii KOHTPO/1b AKOCTI
YapyHKOBIl nopoLuka
ynakoBLyj, niodgpinizoBaHoro;
3anevaraHii BTOPVHHE
a/TlOMIHIEBOIO nakyBaHHs,
dhonbroto; no 1 KOHTPO/b AKOCTi Ta
KOHTYpHilA BUWMYCK Cepiit
YapyHKOBIl roToBOro
ynakoBLj y nikapcbkoro 3aco6y:
KapTOHHI KopooLyi Bionogxici ITanis
Nab6opaTtopis C.P.J1.,
ITanis abo ®amap
Jlernb, PpaHuis
69. FEATPAN® TabneTtkn AGGOTT HimeuumnH A6GBI C.p.n. ITanis BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/6993/01/02
KMLLKOBOPO3YMHHI Na6opatopis a - BHECEHHS 3MiH [0 po3ainy «Mapkmposka» MKA N13: peyenmom
no 500 wmr; no 10 6X 3anponoHoBaHo: «CornacHo yTsepX4eHHOMY TEKCTY
Tabnetok y MapKNpPOBKI».
6nicTepi; no 2 OHOBJIEHHA TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro
6nictepn y 3aco6y 3 BHECEeHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
KapTOHHI Kopo6Lyi OAVHWLb BMMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
NpoTArom 6-T1 MicsLIB NicNsA 3aTBepKEHHSA
70. FNKAMTUH™ niogpinizat gna HosaprTic Lseliuapi BMPOGHULITBO 3a ITanis/ BHECEHHS 3MiH 10 peeCTpavLiiiH1ux maTepianis: 3miHun | TUNY 3a UA/9121/01/01
pPO34nHy AN dapma Al a MOBHWUM LMK/IOM: Benvka - 3MiHM 3 AIKOCTi. FOTOBWIA NiKapcbknii 3aci6. 3MiHM Y peyenmom
iHdpy3ii no 4 wr, 1 nakcoCmiTKnsiAH BpuTaHis BMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AiNTbHUL
hNaKkoH 3 MaHyhakTypuHr BMPOGHULITBA A/15 YACTUHM ab0 BCbOTO BUPOGHUYOrO
niocpinizatom y C.n.A., ITanis; npouecy roToBOro /likapcbKoro 3acoby (AinbHUUs ons
KapTOHHi KopobLyi BTOPVIHHE BTOPVHHOTIO NakyBaHHSA) - f0f4aBaHHS a/lbTepPHATUBHOT
nakyBaHHs: AiNbHULI BiANOBIfaIbHOT 38 BTOPUHHE NakKyBaHHS:
KaTtaneHt HOK KataneHT tOK MekemxuHr Nimiteq, Bennka
MexkemkuHr Nimites, BputaHis/Catalent UK Packaging Limited, United
Benvka bputaHis Kingdom; 3a3HauyeHHs1 pyHKLiil 3aTBEPKEHHOTO
BMpOo6HMKa NakcoCmiTKnsAiH MaHydakTypuHr C.n.A.,
ITanis (BMPO6GHMUTBO 32 MNOBHUM LIMKIOM)
71. FINEHIA Kancynu Teepgi no Hosapric Lseliuapi BMPOGHMLITBO, Lseliuapis BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3miHu |l 3a UA/11704/01/01
0,5 Mr no 7 kancyn dapwma Al A KOHTPO/Ib SIKOCTI, MRy - 3MiHW Woao 6e3nekn/etekTMBHOCTI Ta peyenmom
y 6nicTepi; no 1 nakyBaHHs: thapmakoHarnsgy. BHeceHHsi abo 3MiHa(v) [0 3060B'A3aHb
6nicTepy B HosaprTic ®apma Ta YMOB BuAavi peecTpauiiiHoro NocBig4YeHHs, BKIHYa0UM
KapTOHHIl LWreiriH Al MnaH ynpaBniHHA py3vkamu (3acTocyBaHHS 3MiH(1), ski(a)

Kopobui; no 14
Kancyn y 6nictepi
no 2 6nictepu B
KapTOHHI KopooLli

BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHSA HOBUMM
[04aTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK BUMaraeTbCs CyTTeBa
OL{iHKa KOMMETEHTHUM OpraHoMm) - OHOB/EHO MnaH
ynpasniHHA pu3nkamu, Bepcis 16,1 ans nikapcbkoro
3aco6y lineHis, kancysm TBepdi no 0,5 mr; no 7 kancyn y
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
6nicTepi; no 1 6nicTepy B KAPTOHHIl KOpOO6L; no 14 kancyn
y 6nicTepi no 2 6nicTepn B KAPTOHHIV KOPO6Li. 3MiHK
BHECEeHi [0 yacTuHu «Cneuudikauis 3 6e3nekn», «lnaH 3
hapMakoHarnagy», «. 3axoam 3 MiHimisauii pusmkie»,
«Pesome nnaHy ynpasniHHA pusnkamu», «flogatkm»
72. FNHOKOCAT po34nH ons TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/15851/01/01
iH'ekLili; no 2 mn B "BIODAPMA" BIODAPMA" - 3MiHM Wopo 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsay. peuenmom
amnyni Ay BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
KOMNeKTi 3 cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
PO3UYNHHVKOM [aHux Npo cuctemy hapmMakoHarnsgy, amiHa

(gieTaHonamiH,
BOAA AN iH'EKLiN)
no 1 mn B amnyni
B;no5amnyn Ay
6nicTepi; no 5
amnyn By
6nictepi; no 1
6nicTtepy 3
amnynamu A Ta no
1 6nicTepy 3
amnynamu By
nautli 3 KapToHy;
no 2 mn B amnyni
A'y KOMM/IeKTi 3
POYMHHMKOM
(gieTaHonamiH,
BOAA AN iH'EKLiN)
no 1 mn B amnyni
B; no 1 amnyni A
TalamnyniBy
6nictepi; no 1
6nictepy y nauui 3
KapToOHY; MO 2 MN
B amnyni Ay
KOMMIEKTi 3
POYMHHMKOM
(oieTaHonamiH,
BOAA ANA iH'EKLiN)
no 1 mn B amnyni
B; no 6 amnyn Ay
6nictepi; no 6
amnyn By
6nictepi; no 1
6nictepy 3
amnynamu A Ta no
1 6nicTepy 3

YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA ddapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-calina cuctemy papmakoHarnisay) - 3miHa
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
pegakuis — Mpycbkuii CTaHicnas Bonogmmuposuy. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iicHEHHSA dapmakoHarnsgy
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
amnynamu B y
naui 3 KapToHy
73. FNIOPEHOPM® | Ttabnetku no 30 BepiHrep HimeyuunH BepiHrep Ipeuis BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/0331/01/01
mr; no 10 IHrenbxaiim a IHrenbxaiim Ennac - 3MiHa agpecy BUPo6HWKa, BifNoBigaIbHOTO 3a peyernmom
Tabnetok y IHTepHeLwHN A.E. nepemesntoBaHHa A®I Micro-Macinazione SA, Switzerland
6nicTepi; no 6 M6X 6e3 3MiHM Micusa BUpo6HMLTBa 3anponoHoBaHo: Via
6nictepiB y Cantonale 4, 6998 Monteggio, Switzerland Bia KaHToHane
KapTOHHI KOpoOL;j 4 6998 MoHTerio, LLiBeiLapis
74. OAKCAC ® TabneTkn, BKpUTI ACTPA3EHEK Lseuis Takepa 'm6X HimeyunHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/11261/01/01
nNiBKOBOKO A Ab - 3MiHa Ha3Bu BMPO6HUKa AP| podunyminact, 6e3 3MiHn peyernmom
060J10HKOH0, MO MicLst BUPOGHMLTBa 3anponoHoBaHo: Siegfried Evionnaz
500 mkr; no 10 SA, Switzerland
Tabnetoky
6nicTepi; no 3 abo
no 9 6nictepiB y
KapTOHHi Kopobui
75. AANAUVH cynosuTopii Mdpaiizep IHk. CLA dapmavis i AngxoH CLIA BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/11124/01/01
BariHanbHi no 100 Komnani NINC - 3MiHM W0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay peuyenmom
Mmr; no 3 (iHWi 3MiHW) - BHECEHHSA 3MiH [0 po3Ainy “MapkyBaHHS"
cynosuTopii y MK$A 13. OHOBNEHHA TEKCTY MapKyBaHHS YNakoBKu
naMiHOBaHil nikapcbKoro 3acoby 3 BHECEHHAM iHhopmMalii Lwoao
donb3i (cTpumni); 3a3HavYeHHs OAVHMLb BUMIpIOBaHHSA Y cuctemi Sl (TepMiH
nolcrtpuny 31l BBEJEHHS 3MiH - NPOTArom 6 MicsLiB nicns 3aTBEPAXKEHHS)
annikatopom y
KapTOHHi Kopobui
76. AAPPOY pO3uunH ans MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | TUny 3a UA/1492/01/01
PO34NH iHdpysiit; no 200 akuioHepHe akuioHepHe - NO4AHHS OHOB/IEHOTO cepTudikaTa BignoBigHOCTI peuenmom
M1 abo 400 mny TOBapuCTBO TOBapuncTBo €sponevicbkin hapmakonei Ne R1-CEP 2008-105-Rev 01
nnaswkax "Indpysia” "IHdpy3ia” ANs Oilo40i peYoBMHY HATPIl0 X/I0pUA, Bif BXe
3aTBepxeHoro Bupo6Hrka Akzo Nobel Salt A/S, faHis,
AKWIA 3MiHMB Ha3By Ha Dansk Salt A/S, [laHis
77. AENO- cycneHsia gns MNoOAN3EP CLWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy 3a UA/10030/01/01
MEAPON iH'ekuili, 40 mr/mn, IHK MeHtoghekyypuHr - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peyernmom
nolmny Benbria HB 3ac06y 3 BHECEHHAM iHthopMal,ii LWoA0 3a3HaYEHHS
thnakoHi, no 1 OAVHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHs 3MiH
hnakoHy B NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS
KapTOHHI Kopo6Lyi
78. ANHACTAT niocpinizat ans Mdpaiizep IHkK. CLWA BTOPUHHE Benbrisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/2525/01/01
po34nHy Ans nakyBaHHs1, BUMYCK CuA/ - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy peuyenmom
iH'eKUi no 40 wr; cepii: iTanis (iHLWi 3MiHK) - OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKu
5 chnakoHis 3 Mdcpaiizep NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmalii Lwogo
niocpinizatom y MeHtohek4ypuHr 3a3HavYeHHs OAMHMLb BUMIpOBaHHSA y cuctemi SI (TepmiH
KOMMAeKTi 3 5 Benbria HB, BBE/IEHHS 3MiH: MPOTAroM 6-Tv MicALiB nicns
amnynamm Benbris; 3aTBEPLKEHHS)

PO34YMHHMKA NO 2
MA (HaTpito

BMPOGHULITBO in
bulk, nepBuHHe
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
X70pug, Boaa Ans nakyBaHHs:
iH'eKLiiA) ¥ dapmauis i AngKoH
KapTOHHI Kopo6Li KomnaHi /INC, CLUA;
BUPOBHUKM ANs
PO3UYMHHYIKA:
NOBHWIA LMKN
BMpO6GHMUTBA Ta
BUMYCK:
Mdpaiizep
MeHtohekUypuHr
Benbrist HB,
Benbris;
NOBHUIA LMK
BMPOGHMLTBA Ta
BUMYCK:
AkTasic ITanis
C.n.A., lITanis
79. ANHACTAT niodpinizat ans Mdpaiizep IHkK. CLWA BTOPUHHE Benbrisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/2286/01/02
pO34nHy Ans nakyBaHHs1, BUMYCK CWA - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy peuenmom
iH'ekui no 40 wmr; cepii: (iHLWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
10 chnakoHis 3 Mdpaiizep nikapcbKoro 3acoby 3 BHECEHHAM iHdhopMaLii Wwoao
niocpinizatom y MeHtodhekyypuHr 3a3HavYeHHs OAMHUL BUMIptOBaHHSA y cuctemi Sl (TepmiH
KapTOHHI Kopo6Lyi Benbria HB, BBEJEHHS 3MiH: MPOTAroM 6-Tv MicAuiB nicns
Benbrig; 3aTBEPKEHHS)
BMPOBHMLTBO in
bulk, nepBuHHe
nakyBaHHs:
dapmalis i AngKOH
KomnaHi /INC, CLUA
80. ANCKYC po34nH ons Bionoriwe HimeuuunH Bionoriwe HimeyunHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/3959/01/01
KOMMO3UTYM iH'eKLili; no 2,2 mn XainbMmitTens a XaiinbMmiTTens - BBEleHHS nepiofy NOBTOPHOro BUNPO6YyBaHHA 5 pokiB peyernmom
B amnyni; no 5 Xeenb M'm6X Xeenb M'M6X, ons A®l Nadidum D4 dilution
amnys y KOHTYPHii
YapyHKOBIl
ynakosui; no 1 abo
no 2, a6o no 20
KOHTYPHUX
YapyHKOBUX
yNakoBOK y
KOpo6Li 3 KAPTOHY
81. ANDTIOKAH® pO3uunH ans NMPANIEP CLA dapeBa Ambyas ®paHuisa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | TUny 3a UA/5970/01/01
iHdpysiit, 2 mr/mn; IHK. - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKY iKapCbKOro peuyenmom

no 50 mn a6o 100
My doniakoHi; no
1 conakoHy B
KapPTOHHii
ynakoBLj

3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HaYEHHS
OAVHMLb BMMIpOBaHHSA y cuctemi Sl. TepmiH BBeAEHHS
3MiH: NPOTAroM 6 MicALiB NicNs 3aTBepIKEHHs
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
82. OIABETOH® Tabnetku 3 ne PpaHuin Na6opatopii Ceps'e PpaHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/2158/02/02
MR 60 MI' MOAMiKOBaHNM NNTABOPATYA IHpacTpi, PpaHuis; IpnaHgjs - 3MiHK 3 AKOCTi. FoTOBUIA NiKapcbkuii 3acib. Cuctema peyenmom
BVBIIbHEHHSIM MO P CEPB'E Cepg'e (IpnaHgis) KOHTeliHep/3akynoptoBa/ibHWiA 3aci6. 3MiHa po3mipy
60 mr; no 15 IHpacTpic NTa, YyNaKoBKM rOTOBOTO J1iKapCbKOro 3acoby (3MiHa KiflbKOCTi
Tabnetok y Ipnangis oAvHULbL (Hanpvknag TabneTok, amnys TOL0) B yNakoBsLi:)
6nicTepi; no 2, no - 3miHa no3a Jiana3oHoM 3aTBEpAKEHVX PO3MIpiB
6 abo no 8 yNaKkoBKM - BBEA,EHHS 40AATKOBOr0 pO3Mipy YnakoBOK
6nictepiB y nikapcbkoro 3acoby, a came no 15 TabneTok B 6nicTepi; no
KOpOO6Lji 3 KapTOHY 6 abo no 8 bnicTepiB y KOPOOLi 3 KAPTOHY, 3 BiANOBIAHUMY
3MiHamu y p. «YnakoBka» (BBefeHHS 3MiH NpoTArom 9
MICALIB MiC/A 3aTBEPLKEHHS); 3MiHU | TUMY - 3MiHN LWOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro
3acoby Ta 3aTBepAXEHHS 404AaTKOBOrO TEKCTY
MapKyBaHHS 3 BHECEHHAM iH(hopMaLii LWoA0 3a3HauYeHHs
OAMHWLb BUMIpIOBaHHSA Y cuctemi Sl (BBeAeHHs 3MiH
npoTArom 9 micsiB Nicns 3aTBepMKEHHS); 3MiHW | Tuny -
3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
(iHLLi 3MiHW) - BHECEHHS 3MiH [10 p. «MapKyBaHHs»
83. AIOBAH® TabneTku, BKpUTI HosaprTic LLisenuapi HoBapTic ®apma LLiBefuapis/ | BHECEHHS 3MiH [0 peecTpaujiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/7169/01/02
NNiBKOBOKO dapma Al A LLTeiH AT, IcnaHis - 3MiHM W0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy peyenmom
060/10HKO0, Mo 80 LLiBeiiuapis; (iHWi 3MiHW). 3MiHM BHECEHO B TEKCT MapKyBaHHs
mr; no 14 HosapTic yNaKoBKM NiKapCbKoro 3acoby. BBeAeHHS1 3MiH NpoTAromM 6-
TabneTok y dapmMacbloTuka TN MiCALiB MiCNSA 3aTBEPAKEHHSNA
6nictepi, no 1 a6o C.A., IcnaHist
2 6nictepn y
KOpo6Lii 3 KapTOHY
84. AIOBAH® TabneTku, BKpUTI HosaprTic Lseliuapi HosaprTic ®apma LBeliuapisa/ | BHECEHHS 3MiH A0 peecTpaliiHuX MaTepianis: 3MiHW | TUNY 3a UA/7169/01/03
NNiBKOBOKO dapma Al a LTeiH Al, Icnanis - 3MiHN Woa0 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisay peyenmom
06010HKO0, N0 LLiBeiiuapis; (iHWi 3MiHW). 3MiHVY BHECEHO B TEKCT MapKyBaHHs
160 wmr; no 14 Hosapric yNaKoBKK NiKapcbkoro 3acoby. BBeAeHHS 3MiH NpoTArom 6-
Tabnetok y dapmacboTuka TV MiCAILIB MiCAsi 3aTBEPAKEHHSI
6nicTepi, no 1 abo C.A., IcnaHis
2 6nictepu y
KopobUi
85. OONOHIKA 10 TabneTku, BKPUTI AciHo Al HimeuuunH AciHo ®apma AT, LBeiiLapis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/15102/01/01
Mmr nNiBKOBOKO a LBeiiyapis - 3MiHW [0 IHCTPYKUIT 4151 MEAWYHOrO 3aCTOCYBaHHS peyernmom
060/10HKOI0, (BMpOGHMLTBO, nikapcbKoro 3acoby y po3ginu: "dapmMakonoriyHi
NPOSIOHroBaHoI Al KOHTPO/b B Npoueci BnactusocTi", "MpoTunokasaHHA", "B3aeMogis 3 iHLWMMU
no 10 mr no 10 BMPOGHMLITBA, nNikapcbkMMKU 3aco6amMu Ta iHLi BUAW B3aeMOSIiA",
Tabnetok y KOHTPO/1b FTOTOBOIO "Oco6nMBOCTI 3acTocyBaHHA" (Y T. 4. "3acTocyBaHHA Y
6nicTepi; no 3 abo nNpoayKTY, nepiog, BariTHoCTi abo rogyBaHHA rpyaar”, "3aTHicTb

10 6nicTepis B
KapTOHHI Kopo6Li

nakyBaHHS Ta

BWMYCK cepii); ACiHO
®apma Arl',
Lseliuapis
(makyBaHHs)

BMAVMBATY Ha LWBWAKICTb PeakLii Npu KepyBaHHi
aBTOTpaHCMNOPTOM abo iHWMMK MexaHisMamun"), "Cnoci6
3acToCyBaHHA Ta o3un" (y T.4. peaaryBaHHs iHdopmavii

posginy "Aitn"), "Mepepo3ysaHHs", "MobiuHi peakwii”
BignoBiAHO A0 iHdopMaLlii peddepeHTHOro Nikapcbkoro
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
3acoby OxyGesic®/OxyContin® Bupo6Huka Mundipharma
GmbH, HimeuyunHa; 3miHn | TMny - 3MiHK [0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA /TiKapCbKOro 3acoby y po3gin
"B3aemogia 3 iHWKMMKW NiKapcbkumy 3acobamu Ta iHLWi B1uan
B3aEMOZIN" BigNOBIAHO A0 OHOB/EHOI iHhopmauii Wwoao
6e3nekun Aityoi pevyoBuHU
86. OONOHIKA 20 TabneTku, BKPUTI AciHo Al HimeuuunH AciHo ®apma AT, Lseiiapis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNy 3a UA/15102/01/02
Mmr nNiBKOBOKO a LLseliyapis - 3MiHM A0 IHCTPYKUIT 4151 MEANYHOIO 3aCTOCYBaHHS peyernmom
060/10HKOI0, (BpOGHMLTBO, nikapcbKoro 3acoby y po3ginu: "dapmMakonoriyHi
NPOSIOHrOBaHoI Al KOHTPONb B NpoLeci BnactusocTi", "MpoTunokasaHHs", "B3aeMogis 3 iHLIMMK
no 20 mr no 10 BMPOGHMLITBA, nikapcbknMmn 3acobamu Ta iHWi BUaW B3aEMogii",
Tabnetok y KOHTPO/1b FOTOBOIO "Oco6nmMBOCTI 3acTocyBaHHA" (Y T. 4. "3acTocyBaHHS Y
6nictepi; no 3 abo NpOAYKTY, nepiog, BariTHOCTi abo rogyBaHHA rpyaar”, "3aaTHicTb
10 6nicTepis B nakyBaHHA Ta BMAMBATY Ha LWBWAKICTb peakLii Npu KepyBaHHi
KapTOHHI Kopo6Lyi BUNYyCK cepii); ACiHO aBTOTpaHCNOpPTOM abo iHWMMK MexaHisMamun"), "Cnocib
dapma AT, 3acTocyBaHHA Ta 4o3un" (y T.4. pegaryBaHHs iHopmavii
Llseiiuapis posginy "Aitn"), "Mepepo3yBaHHa", "MobiuHi peakwii”
(nakyBaHHS) BiNoBigHO A0 iHdhopMaLjii pediepeHTHOro NiKapcbkoro
3acoby OxyGesic®/OxyContin® Bupo6Huka Mundipharma
GmbH, HimeuyunHa; 3miHW | TMNy - 3MiHK 40 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA /TiKapCbKoro 3acoby y po3gin
"B3aemogia 3 iHWKMK Nikapcbkumm 3acobamu Ta iHWi B1uav
B3aEMOZI" BigNOBIAHO [0 OHOB/EHOI iHhopmavii Wwoao
6e3nekun Aityoi pevyoBuHN
87. AONOHIKA 40 TabneTku, BKpUTI AciHo Al HimeuunH AciHo ®apma AT, Lseliuapis BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/15102/01/03
Mmr NNiBKOBOKO a LLseliyapis - 3MiHM A0 IHCTPYKUIT 4151 MEANYHOIO 3aCTOCYBaHHS peyenmom
06/10HKO10, (BMpOGHMLTBO, nikapcbKoro 3acoby y po3ginu: "dapmMakonoriyHi
NPOIOHroBaHoI Al KOHTPOb B NpoLeci BnactusocTi", "MpoTmnokasaHHsA", "B3aeMogis 3 iHLIMMK
no 40 mr no 10 BMPOGHMLTBA, Nikapcbkumm 3acob6amm Ta iHLWi BUAM B3aEMOSjin",
Tabnetok y KOHTPO/1b FOTOBOIO "Oco6nMBOCTI 3acTocyBaHHA" (Y T. 4. "3acTocyBaHHs Y
6nicTepi; no 3 abo NpoaykKTy, nepiog, BaritTHocTi abo rogysaHHs rpyaar”, "3aaTHicTb
10 6nicTepiB B nakyBaHHs Ta BM/IMBATV Ha LUBMAKICTb peakLii Npu KepyBaHHI
KapTOHHI Kopo6Lyi BUNycK cepii); ACiHO aBTOTPaHCNOPTOM abo iHWMMK MexaHismamun"), "Cnocib
dapma AT, 3acTocyBaHHsA Ta Ao3u" (y T.4. peAaryBaHHs iHchopmadii
LLseliyapis po3giny "Aitn"), "Mepego3syBaHHa", "M0o6I4HI peakuii”
(nakyBaHHS) BignoBigHO A0 iHdhopMaLii pediepeHTHOro NiKapcbkoro
3acoby OxyGesic®/OxyContin® Bupo6Hunka Mundipharma
GmbH, HimeuunHa; 3miHu | TURy - 3MiHW JO IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA /iKkapCbKoro 3acoby y po3gin
"B3aemogis 3 iHWKMK ikapcbkMMK 3acob6amu Ta iHLWi BUAn
B3aEMOZI" BigNOBIAHO [0 OHOB/IEHOI iHhopmau,ii Wwoao
6e3nekun aityoi pevyoBuHU
88. AONOHIKA 80 TabneTku, BKpUTI AciHo Al HimeuunH AciHo ®apma AT, Lseliuapis BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHW | TUNY 3a UA/15102/01/04
Mmr NNiBKOBOKO a LlBeiiuapis - 3MiHW [0 IHCTPYKUIiT A1 MEAMYHOrO 3aCTOCYBaHHS peyenmom
06/10HKO10, (BUPOBHMLTBO, nikapcbKoro 3acoby y po3ginu: "dapmMakooriyHi
NPOSIOHrOBaHoI Al KOHTPOb B NpoLeci BnactueocTi", "MpoTmnokasaHHs", "B3aeMogis 3 iHLIMMK
no 80 mr no 10 BMPOGHULTBA, NiKapCbkUMM 3acobamm Ta iHLWi B1UAW B3aEMOgjin",
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
Tabnetoky KOHTPO/1b FOTOBOIO "Oco6nmBOCTi 3acTocyBaHHA" (y T. Y. "3acTocyBaHHA y
6nicTepi; no 3 abo npoaykKTy, nepiog, BaritTHoCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
10 6nicTepis B nakyBaHHS Ta BMVBATY Ha LUBWAKICTb pPeakLii Npu KepyBaHHi
KapTOHHI KopooLyi BUNycK cepii); ACiHO aBTOTPaHCMNOPTOM abo iHWMMKN MexaHidmamun'), "Cnoci6
dapma AT, 3acTocyBaHHsA Ta Ao3n" (y T.4. pegaryBaHHs iHchopmawi
LBeiiuapis posgainy "Aitn"), "Mepepo3yBaHHa", "MobiuHi peakwyii”
(nakyBaHHs) BigNoBigHO A0 iHdhopMaLii pedhepeHTHOro NiKapcbkoro
3acoby OxyGesic®/OxyContin® Bupo6Hunka Mundipharma
GmbH, HimeuyunHa; 3miHW | TMNy - 3MiHK [0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA /iKapCbKoro 3acoby y po3ain
"B3aemogis 3 iHWVMK nikapcbkMMK 3acobamu Ta iHLWi BUAn
B3a€EMOZji1" BIiANOBIAHO 4O OHOBMEHOT iHhopMaLii Wwoao
6e3nekun Ait4oi pevyoBuHU
89. AYDANAK® cupon, 667 mr/1 AGGOTT HigepnaH A66OTT HigepnaHgn | BHECEHHSI 3MiH 4O peecTpauiiiHiX MaTepianis: 3MiHu | Tuny 6e3 UA/3255/01/01
M/, no 200 mn, Xenckea an Bionogxikan3 b.B. - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKHA N13: peyenma
a6o no 300 mn, MNpopaktc b.B. 3anponoHoBaHo: p. MapkyBaHHsA «3rigHo i3
a6o no 500 mn, 3aTBEPKEHUM TEKCTOM MapKyBaHHA». OHOBJIEHHS TEKCTY
abo no 1000 mny MapKyBaHHS! yNakoBKU iKapcbKOoro 3acoby 3 BHECEHHSM
hNakoHi 3 iHChopMaLii WoA0 3a3HAaYEHHS OAUHMLb BUMIPIOBAHHS Y
nonieTunexy; no cucTemi Sl. BBeeHHs 3MiH NpoTArom 6-T MicauiB nicas
15 MmN y nakeTuky; 3aTBEPAXKEHHA
no 10, a6o no 20,
abo no 50
nakeTukis y
KapTOHHII Kopo6Lii
90. AYPACTOH® TabneTkn, BKPUTI AGGOTT HigepnaH A66OTT HigepnaHgn | BHECEHHSI 3MiH 4O peecTpauiiH1X MaTepiasiiB: 3MiHu | Tuny 3a UA/3074/01/01
NNiBKOBOKO Xernckea on Bionoaxikan3 b.B. - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKHA N13: peyenmom
o6onoHkot, no 10 | Mpogaxtc B.B. 3anponoHoBaHo: p. MapkyBaHHS «3rifHo i3
mr, no 20 3aTBEPKEHVIM TEKCTOM MapKyBaHHs». OHOBJ/IEHHS TEKCTY
TabneTok y MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby 3 BHECEHHSM
6nicTepi; no 1 iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
6nictepy B cucTemi Sl. BBeeHHs 3MiH NpOTArom 6-Tu MicsiLiB micns
KapTOHHii 3aTBEPAKEHHS
Kopo6ui; no 14
abo 28 TabNeToK y
6nicTepi; no 1
6nictepy B
KapPTOHHI Kopobui
91. EKCTPAKT Tabnetku aAns [Op. Taiicc HimeuuunH [Op. Taiicc HinepnaHay | BHECEHHsI 3MiH [0 peecTpaviiiHux MaTepiasis: 3MiHu | Tuny 6e3 UA/4952/01/01
LLAB/IT 3 CMOKTaHHS; no 12 HatypBapeH a HaTypBapeH Mm6X - BHECEHHS 3MiH g0 po3giny MKA: Mpadmyeckoe peyenma
BITAMIHOM C Tabnetok y 6X odhopmieHne ynakoBku. MNponoHoBaHa pedakuis.
OP. TANCC 6nicTepi; no 1 abo MapkupoBka. B cOOTBETCTBUMN C YTBEPXAEHHBLIM TEKCTOM
no 2 6nictepu B MapKMpPOBKW. 3MiHV BHECEHI B TEKCT MapKyBaHHS ynaKkoBKu
KapTOHHI Kopo6Li NiKapCbKOro 3acoby W00 3a3Ha4eHHS MDKHapPOAHNX
no3HavyeHb OAVHVLbL BUMIpOBaHHA. BBeAeHHS 3MiH
npoTArom 6-T1 MicALIB NicNa 3aTBEPAKEHHS
92. EKC®POPX H TabNeTKN, BKPUTI HoBapric LLiBeliyapi KoHadpapma Al LLIBeliuapis/ | BHECEHHS1 3MiH 40 peecTpauiiiH1X MaTepiaiB: 3MiHu | Tuny 3a UA/12679/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
nniBKOBOIO dapma Al a LBeiiLapis IcnaHis - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuenmom

0060/10HKOI0 M0 5
Mr/160 mr/25 mr
no 14 tabneTtok y
6nictepi; no 1 a6o
2 6nictepu B
KapTOHHI KopooLyi

(nakyBaHHs (gns
[o3yBaHHA 5 mMr/160
mr/25 mr Ta 10
Mr/160 mr/25 mr));
HoBapTic ®apma
LTeiH AT,
Llseiuapis
(BMpOGHMLTBO,
KOHTPO/b SKOCTI,
nakyBaHHs, BUMYyCK
cepi); HoBapric
dapmMacboTuKa
C.A., IcnaHis
(BMpOGHMLTBO,
KOHTPO/b AKOCTI,
nakyBaHHs, BUMYyCK
cepii); Onnak Npyn
AT, Wseiiuapis
(nakyBaHHs (gns
[o3yBaHHA 5 mMr/160
mr/25 mr Ta 10
Mr/160 mr/25 mr));
dapmaHanituka CA ,
LBeiiLapis
(KOHTpO/Ib AKOCTI)

3MiHa y KOpPOTKiil XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHoro
3aCTOCyBaHHSA Ha MigcTaBi perynsapHO OHOB/OBAHOIO 3BITY
3 6e3nekun nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn
3acTOCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiinii
nepiog, abo K pe3ynbTat OLiHKM 3BITY 3 AOC/iAXEHb,
npoBefeHnX BigNOBIAHO 40 NnaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3rof)xeHo 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpPraHom) - Ans fo3yBaHHA 5 mr/160
Mr/25 Mr 3MiHU BHECEHO [0 IHCTPYKUiT AN MeaNYHOro
3acToCyBaHHS NiKapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactnsocTi,"OcobmBoCTi
3acTocyBaHHsa" Ta "lMob6iuHi peakuii” BiANOBIAHO A0
pekomeHgauii PRAC wopao 6e3nekun fjloyoi peqyoBuHN
"rippoxnopotiasng”’. BBeAeHHs 3MiH NPOTArom 6-Tu
MicSLiB NiCNsA 3aTBEPAYKEHHS; 3MiHM | TUNy - 3MiHW Woa0
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKiil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLii 41151 MeMYHOro 3aCTOCYBaHHS
Ha nigcTaBi peryisipHO OHOBJIIOBAHOTO 3BITY 3 Ge3Mneku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKoro 3acoby B nicnspeecTpauiiHni
nepiog, abo sk pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHWX BiANoBIAHO A0 MiaHy nejiatpudHmnx
pocnipxeHs (PIP) (3MiHy y3rogpkeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoM) - A5 fo3yBaHHsA 10 mMr/160
Mr/25 Mr 3MiHV BHECEHO A0 IHCTPYKLUIT 415 MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
"®apmakonorivHi BnactmsocTi","Ocob6mBoCTi
3acTocyBaHHA" Ta "Mo6ivHI peakuii” BignNoBigHO A0
pekomeHgauin PRAC wwono 6e3nekun 4ito4oi peyoBrHN
"rigpoxnopoTiaszng”. BBegeHHs 3MiH NpoTsarom 6-tu
MiCALB Nicna 3aTBepAKeHHs:; 3MiHW | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi peryisipHoO OHOB/IKOBAHOIO 3BiTy 3 6e3neku
nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCcTOCyBaHHSI NiKapCcbKoro 3acoby B nicnspeecTpauiiHnii
nepiog, abo sk pe3yfbTaT OLiHK/ 3BiTy 3 AOC/iAKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy neiaTpuyHmX
pocnimpkeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpPraHoMm) - AN [03yBaHHA 5 mr/160
Mr/12,5 Mr 3miHVM BHECEHO A0 iHCTPYKLIT 4719 MeanYHOro
3acToCcyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnactneocTi,"OcobmBoCTi
3acTocyBaHHs" Ta "Mo6iYHI peakuii” BignoBigHoO Ao
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

pekomeHaauii PRAC woao 6e3neku fjtoyoi peyoBuHm
"rigpoxnopoTiasng”. BeegeHHs 3MiH npoTsarom 6-1v
MiCALIB NicNsA 3aTBEPAYKEHHS; 3MiHM | TUNy - 3MiHW Woa0
6e3nekun/edhekTUBHOCTI Ta hapMakoHarniagy. 3miHa y
KOPOTKIl XapaKkTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBsi perysispHO OHOB/OBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiinii
nepiog, abo sk pe3ynbTat OLiHKM 3BITY 3 AOC/IAXEHb,
npoBefeHnX BiANOBIAHO 40 NAaHy negiaTpuyHnX
pocnigpkeHs (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) - Ans fo3yBaHHA 10 mr/160
Mr/12,5 Mr 3miHVM BHECEHO A0 iHCTPYKLIT 4518 MeANYHOro
3acToCyBaHHS NiKapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactnsocTi,"OcobmBoCTi
3acTocyBaHHsa" Ta "lMob6iyHi peakuii” BiANOBIAHO A0
pekomeHgauii PRAC woao 6e3neku fjloyoi peqyoBuHn
"rippoxnopotiasng”’. BBegeHHs 3MiH NPOTArom 6-1u
MiCALIB MiCNA 3aTBEPLKEHHS

93.

EKC®OPX H

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOI0, N0 10
Mr/160 mr/25 mr
no 14 tabneTtok y
6nictepi; no 1 abo
2 6nictepu B
KapTOHHI KopooLyi

Hosapric
®Papma Al

LLiBeiuapi
2

KoHadhapma Al ,
Lseiiapis
(nakyBaHHs (gns
[03yBaHHA 5 Mr/160
mr/25 mr Ta 10
Mr/160 mr/25 mr));
Hosaprtic ®apma
LTeiiH Al ,
LLseiiuapis
(BpOGHMLTBO,
KOHTPO/b SKOCTI,
nakyBaHHs, BUNYyCK
cepii); HoBapTic
PapmMacbioTuKa
C.A., IcnaHis
(BpOGHMLTBO,
KOHTPO/b SKOCTI,
nakyBaHHs, BUNYyCK
cepii); Onnak Mpyn
AT, Wseiiuapis
(nakyBaHHs (gns
[03yBaHHA 5 Mr/160
mr/25 mr Ta 10
Mr/160 mr/25 mr));
PapmaHanituka CA ,
LseiiLapis

LLBenuapis/
IcnaHis

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHM Wopo 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKiil XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHA Ta iHCTPYKLii 418 MeguyHoro
3aCTOCYyBaHHS Ha MigcTaBi PerynsapHO OHOB/HOBAHOIO 3BITY
3 6e3nekun nikapcbKoro 3acoby, abo gocnigpkeHb 3 6esneku
3aCTOCYBaHHSA NiKapcbKoro 3acoby B nicnsipeecTpaLiiHui
nepiog, abo K pe3ynbTat OLiHKM 3BITY 3 AOC/IAXKEHb,
npoBefeHnX BigNOBIAHO 40 NnaHy negiaTpuyHmX
pocnigpxeHs (PIP) (3MiHY y3roipkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - Ans fo3yBaHHsa 5 mr/160
Mr/25 Mr 3MiHU BHECEHO [0 IHCTPYKUiT NS MeanyHoro
3acToCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactusocTi,"OcobamMBoCTi
3acTocyBaHHsa" Ta "lMob6iyHi peakuii” BiANOBIAHO A0
pekomeHgauii PRAC woao 6e3nekun fjloyoi peqyoBuHm
"rippoxnopoTiaang”. BBeAeHHs 3MiH NpOTArom 6-1u
MiCSLiB NicNsA 3aTBEPAYKEHHS; 3MiHM | TUny - 3MiHW Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS! Ta IHCTPYKUii A1 MeAMYHOr0 3aCTOCYBaHHS
Ha nigcTasi perynsapHoO OHOB/IOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiHnii
nepiog, abo sk pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHWX BigNoOBIAHO A0 MiaHy nejiaTpuydHmnx

3a
peyenmom

UA/12679/01/02
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PeecmpayjitiHa npoyedypa

Ymosu

Homep

Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

BionycKky

peecmpayiliHo2o
nocsioYeHHs

ynakoska)

(KOHTPO/Ib AKOCTI)

pocnimpkeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVNM OpraHom) - Ans fo3ysaHHsA 10 mr/160
Mr/25 Mr 3MiHU BHECEHO [0 IHCTPYKUIiT ANS MeANYHOro
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnactneocTi","OcobamBoCTi
3acTocyBaHHsa" Ta "lNob6iyHi peakuii” BiANoBigHO A0
pekomeHaauii PRAC woao 6e3neku fjtoyoi pevyoBuHM
"rigpoxnopoTiasng”. BeegeHHs 3miH npoTsarom 6-Tu
MiCALIB NicNsA 3aTBEPAYKEHHS; 3MiHM | TUny - 3MiHW Woa0
6e3nekun/edhekTBHOCTI Ta hapMakoHarnisgy. 3miHa y
KOPOTKI XapaKkTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro 3aCTOCyBaHHS
Ha nigcTasi perysisipHoO OHOB/OBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiinii
nepiog, abo K pe3ynbTat OLiHKM 3BITY 3 AOC/IAXEHb,
npoBefeHnX BiANOBIAHO 40 NAaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3rof)xeHo 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpPraHom) - Ans fo3yBaHHA 5 mr/160
Mr/12,5 Mr 3miHVM BHECEHO A0 iHCTPYKLIT A58 MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactnsocTi,"Ocob1mBoCTi
3actocyBaHHsa" Ta "lMob6iuHi peakuii” BiANOBIAHO A0
pekomeHgauii PRAC woao 6e3nekun fjloyoi pevyoBuHM
"rippoxnopotiaang”’. BBeAeHHS 3MiH NPOTArom 6-1u
MiCSLiB NiCNsA 3aTBEPAYKEHHS; 3MiHM | TUNy - 3MiHW Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKiil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS! Ta IHCTPYKUii A1 MeAMYHOr0 3aCTOCYBaHHS
Ha nigcTaBi peryisipHO OHOBJIIOBAHOTO 3BITY 3 Ge3Mneku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCcbKoro 3acoby B nicnsapeecTpauiiHni
nepiog, abo sk pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHWX BiANoBIAHO A0 MiaHy nejiatpuydHmnx
pocnipxeHs (PIP) (3MiHy y3rogpkeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoM) - A5 fo3yBaHHsA 10 mMr/160
Mr/12,5 Mr 3MiHW BHECEHO A0 IHCTPYKLi ANa Megu4HOoro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
"®apmakonorivHi BnactmsocTi","Ocob6mBoCTi
3acTocyBaHHA" Ta "Mo6ivHI peakuii” BignNoBigHO A0
pekomeHgauin PRAC wwono 6e3nekun 4ito4oi peyoBrHN
"rigpoxnopoTiaszng”. BBegeHHs 3MiH NpoTsarom 6-tu
MicsILiB nicns 3aTBepoKEHHS

3a

UA/12679/01/03

94.

EKC®OPX H

TabneTkn, BKPUTI
NNiBKOBOIO

060/10HKOK, N0 5

HosaprTic
®Papma Al

LLisenuapi
a

KoHadhapma Al ,
LBeiiLapis

LLsenuapis/
IcnaHisa

(nakyBaHHs (ans

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta chapmakoHarnagy.
3MiHa Y KOpOTKili XapakTepucTuL Nikapcbkoro 3acoby,

peyerimom
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
Mr/160 mr/12,5 mr [o3yBaHHA 5 Mr/160
no 14 tTabneTtok y

6nicTepi; no 1 abo
2 6nictepu B
KapTOHHI Kopo6Lyi

dapmaHanituka CA ,

mr/25 mr Ta 10
Mr/160 mr/25 wmr ));
HosapTic ®apma
LWTeliH Al ,
LBeiiuapis
(BUPOBHMLTBO,
KOHTPO/Ib SIKOCTI,
nakyBaHHs, BUMYyCK
cepii); HoBapTic
PapmacboTuka
C.A., Icnanis
(BUPOBHMLTBO,
KOHTPO/Ib SIKOCTI,
nakyBaHHs, BUMYyCK
cepii); Onnaxk Mpyn
Ar, Wseiuapis
(nakyBaHHs (gns
[o3yBaHHA 5 Mr/160
mr/25 mr Ta 10
Mr/160 mr/25 wmr ));

Llseiuapis
(KOHTpOJ/Ib AKOCTI)

TeKCTi MapKyBaHHS Ta IHCTPYKUIT 4151 MeAUYHOrO
3aCTOCYBaHHSA Ha MigCcTasi perysgpHO OHOB/IIOBAHOTO 3BITY
3 6e3neku nikapcbkoro 3acoby, abo AocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSI NiKapCcbKoro 3acoby B nicnspeecTpauiiHnii

nepiog, abo sk pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iAKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy neiaTpuyHmX
pocnimpkeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpPraHoM) - AN [03yBaHHA 5 mr/160
Mr/25 Mr 3MiHU BHECEHO [0 IHCTPYKUiT ANS MeAn4HOro
3acToCcyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnactneocTi,"OcobmBoCTi
3acTocyBaHHsA" Ta "lNob6iyHi peakuii” BiANoBIgHO A0
pekomeHaauii PRAC woao 6e3neku fjtoyoi pevyoBuHM
"rigpoxnopoTiasng”. BeegeHHs 3miH npoTsarom 6-1v
MiCALIB NiCNs 3aTBEPAKEHHS; 3MiHM | TUny - 3MiHW Woa0
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnisgy. 3miHa y
KOPOTKI XapaKkTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT A1 MeANYHOro 3aCTOCyBaHHS
Ha nigcTasi perysisapHO OHOB/IOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiinii
nepiog, abo sk pe3ynbTaT OLiHKM 3BITY 3 AOC/iAXKEHb,
npoBefeHnX BigNOBIAHO 40 NAaHy negiaTpuuHnX
pocnigpxeHs (PIP) (3MiHy y3rof)xeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) - Ans fo3yBaHHA 10 mr/160
Mr/25 Mr 3MiHU BHECEHO [0 IHCTPYKUiT AN MeanYHOro
3acToCyBaHHS NiKapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactnsocTi","OcobmBoCTi
3acTocyBaHHsa" Ta "lMob6iyHi peakuii” BiANOBIAHO A0
pekomeHgauii PRAC woao 6e3neku fjloyoi peqyoBuHN
"rippoxnopotiasng”’. BeegeHHs 3MiH NPOTArom 6-1u
MicSLiB NiCNsA 3aTBEPAYKEHHS; 3MiHM | TUNy - 3MiHW Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKiil XapakTepuCTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUii A1 MeAMYHOr0 3aCTOCYBaHHS
Ha nigcTaBi peryispHO OHOBJIIOBAHOTO 3BITY 3 Ge3Mneku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCcbKoro 3acoby B nicnspeecTpauiiHni
nepiog, abo sk pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iIKEHb,
npoBeAeHWX BiANoBIAHO A0 MaHy nejiatpudHmnx
pocnipxeHs (PIP) (3MiHy y3rogpkeHo 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) - Ans Ao3yBaHHA 5 Mr/160
Mr/12,5 Mr 3MiHM BHECEHO A0 IHCTPYKLi ANA Megu4HOoro
3aCTOCyBaHHs Nikapcbkoro 3acoby A0 po3ginis
"®apmakonorivHi BnactmsocTi”,"OcobmBoCTi
3acTocyBaHHA" Ta "Mo6ivHI peakuii” BignNoBigHO A0
pekomeHgauin PRAC wwono 6e3nekun 4ito4oi peyoBrHu

"TigpoxnopoTiasng”’. BBegeHHs 3MiH NpoTSArom 6-11
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

MiCALB Nicna 3aTBepKeHHs ; 3MiHW | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI

MapKyBaHHS Ta iHCTPYKLiT 4151 MeANYHOro 3aCTOCyBaHHS

Ha nigcTaBi perynspHoO OHOB/IKOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSI NiKapCcbKoro 3acoby B nicnspeecTpauiiHnii
nepiog, abo sk pe3yfibTaT OLiHK/ 3BiTy 3 AOC/iAKEHb,
npoBefeHnX BiANOBIAHO A0 NMiaHy negiaTpuyHmX
pocnimpkeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM

YNOBHOB&XEHVNM OpraHom) - Ans fo3yeaHHsA 10 mr/160

Mr/12,5 Mr 3miHVM BHECEHO A0 iHCTPYKLIT A719 Mean4HOro

3acToCcyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnactneocTi","OcobamBoCTi
3acTocyBaHHsA" Ta "lNob6iyHi peakuii” BiANoBIgHO A0
pekomeHaauii PRAC woao 6e3neku fjtoyoi peyoBuHm
"rigpoxnopoTiasng”. BeegeHHs 3miH npoTsarom 6-1u
MiCALIB MiCNA 3aTBEPKEHHS

95.

EKC®OPX H

TabneTku, BKPUTI
naiBKOBOIO
o060n0Hkoto, no 10
Mr/160 mr/12,5 mr
no 14 tTabneTtok y
6nicTepi; no 1 abo
2 6nictepu B
KapTOHHI Kopo6Lyi

HosapTic
dapma Al

LLiBeiuapi
a

KoHadhapma Al ,
Llseiiuapis
(nakyBaHHs (8Ns
[o3yBaHHA 5 Mr/160
mr/25 mr Ta 10
Mr/160 mr/25 wr));
Hosaprtic ®apma
LTeliH Al ,
LBeiiLapis
(BUPOGHMLTBO,
KOHTPO/Ib SIKOCTI,
nakyBaHHs, BUMYCK
cepii); HoBapTic
PapmacboTuka
C.A., IcnaHis
(BUPOGHMLTBO,
KOHTPO/Ib SIKOCTI,
nakyBaHHs, BUMYCK
cepii); Onnak Mpyn
Ar, Wseiuapis
(nakyBaHHs (8Ns
[o3yBaHHA 5 Mr/160
mr/25 mr Ta 10
Mr/160 mr/25 wr));
dapmaHanituka CA ,
Llseiiuapis
(KOHTPO/Ib AKOCTI)

LLiBeiiuapis/
Icnanis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuL, Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUii 418 MeguyHoro
3aCTOCYBaHHSA Ha MigCcTaBi perynspHO OHOB/IIOBAHOTO 3BITY
3 6e3neku nikapcbkoro 3acoby, abo AocnigpkeHb 3 6e3nekun
3acTOCyBaHHsI NiKapCcbKoro 3acoby B nicnspeecTpauiiHnii
nepiog, abo sk pe3yfbTaT OLiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeeHuX BiAMNoBIAHO A0 NaHy negiatpuydHnx
npocnipxeHs (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpPraHoM) - Ans [03yBaHHA 5 mr/160
Mr/25 Mr 3MiHVU BHECEHO [0 iHCTPYKUiT 415 MeAUYHOro
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnactueocTi,"Ocob6mMBoCTi
3acTocyBaHHsA" Ta "lNob6iuHi peakuii” BiaNoBigHO 40
pekomeHgauii PRAC wono 6e3nekun gjtoyol pevyoBuHm
"rigpoxnopoTiasng”. BeegeHHs 3MiH npoTsarom 6-1u
MiCALB NicNa 3aTBepKEHHS; 3MiHW | TUNY - 3MiHKU WoA0
6e3nekun/edhekTBHOCTI Ta hapMakoHarasgy. 3miHa y
KOPOTKIl XapaKkTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4115 MeANYHOro 3aCTOCyBaHHS
Ha niacTaBsi perynsapHoO OHOB/KOBAHOIO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA NiKapcbKoro 3acoby B nicnsipeecTpaLiiHni
nepiog, abo K pe3ynbTat OLiHKM 3BITY 3 AOC/IAXKEHb,
npoBefeHnX BigNOBIAHO 40 NnaHy negiaTpuyHmX
pocnigpxeHs (PIP) (3MiHY y3ropkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHWM OpraHom) - Ans Ao3yBaHHA 10 mr/160

3a
peyenmom

UA/12679/01/04
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

Mr/25 Mr 3MiHV BHECEHO A0 IHCTPYKLUIT 415 MeANYHOro
3aCcTOCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
"®apmakonorivHi BnactmsocTi”,"OcobmBoCTi
3acTocyBaHHA" Ta "Mo6ivHI peakuii” BignNoBigHO A0
pekomeHgauin PRAC wwono 6e3nekun 4itovoi pevyoBrHu
"rigpoxnopoTiaszng”. BBegeHHs 3MiH NpoTsarom 6-tu
MiCALiB Nicna 3aTBepAKeHHs ; 3MiHW | TUny - 3MiHKU WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi peryisipHoO OHOB/IKOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCcTOCyBaHHSI NiKapCcbKoro 3acoby B nicnspeecTpauiiHnii
nepiog, abo sk pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iAKEHD,
npoBefeHnX BiANOBIAHO A0 NMAaHy negiaTpuyHmX
pocnimpkeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpPraHoM) - Ans [03yBaHHA 5 mr/160
Mr/12,5 Mr 3miHVM BHECEHO A0 iHCTPYKLIT 4719 Mean4HOro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnactneocTi”,"OcobamBoCTi
3acTocyBaHHsA" Ta "lNob6iyHi peakuii” BiANoBIigHO A0
pekomeHaauii PRAC woao 6e3neku fjtoyoi pevyoBuHM
"rigpoxnopoTiasng”. BeegeHHs 3miH npoTsarom 6-Tu
MiCALIB NiCNsA 3aTBEPAYKEHHS; 3MiHM | TUny - 3MiHW Woa0
6e3nekun/edhekTBHOCTI Ta hapMakoHarnisgy. 3miHa y
KOPOTKI XapaKkTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeANYHOro 3aCTOCyBaHHS
Ha nigcTasi perysisapHO OHOB/IOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiinii
nepiog, abo sk pe3ynbTaT OLiHKM 3BITY 3 AOC/iAXKEHb,
npoBefeHnX BigNOBIAHO 40 NAaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3rof)xeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 415 fo3yBaHHA 10 mr/160
Mr/12,5 Mr 3miHVM BHECEHO A0 iHCTPYKLIT A8 MeANYHOro
3acToCyBaHHS NiKapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactnsocTi","OcobmBoCTi
3acTocyBaHHsa" Ta "lMob6iyHi peakuii” BiANOBIAHO A0
pekomeHgauii PRAC woao 6e3neku fjloyoi peqyoBuHN
"rippoxnopotiasng”’. BBeAeHHs 3MiH NPOTArom 6-1u
MICALIB MiCNA 3aTBEPKEHHS

96.

ENOKOM®

nocbiioH 0,1 % no
30 mMn 'y dhnakoHi-
KpanenbHuui; no 1
hNakoHy y

KapTOHHII Kopo6Lii

LWepiHr-Mnay
CeHtpan Ict
Al

LLiBeiuapi
2

damap MoHpeasb
IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHK Wopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3 BHECEHHAM iHdhopMaLii Wwoao
3a3HaYeHHs 0MHULL BUMIpIOBaHHS y cuctemi Sl.

3a
peyenmom

UA/6293/03/01




70

Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS
97. ENNOKOM® kpem 0,1 %; no 15 LWepiHr-Mnay LLiBeiuapi LepiHr-Nnay /1a6o Benbris BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/6293/02/01
ra6o 30 ry Ty6i; CeHTtpan lct a H.B. - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay peuenmom
no 1 1y6iy Al (iHLWi 3MiHW) - OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKu
KapTOHHI Kopo6Lyi nikapcbKoro 3acoby 3 BHECEHHAM iHdhopMaLii Wwoao
3a3HaYeHHs OAMHULL BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
98. E/TOKOM® masb 0,1 %, no 15 LWepinr-Mnay Lseliuapi LWepiHr-Mnay /1a6o Benbris BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/6293/01/01
ra6o 30 ry Ty6i; CeHTtpan Ict a H.B. - 3MiHK Wo[o 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay peyenmom
no 1 Ty6iy Al (iHLLI 3MiHW) - OHOBJIEHHA TEKCTY MapKyBaHHS yrnakoBKU
KapTOHHI Kopo6Lyi nikapcbKoro 3acoby 3 BHECEHHAM iHchopmalii Lwoao
3a3HaYeHHs OfMHUL BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHOrO
99. ENOKOM® nocbiioH 0,1 % no LWepinr-Mnay LLiBefuapi damap MoHpeasib KaHaga BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny 3a UA/6293/03/01
30 mn 'y hnakoHi- CeHTtpan Ict A IHK. - 3MiHU 3 AKoCTi. CepTudikaT BignosigHocTi/IE-cepTudikaT peuyenmom
KpanenbHuui; no 1 Al BiNOBIAHOCTI €Bponelicbkiit hapmakonei/MoHorpadii.
chnakoHy y 3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO MPYBEAEHHS Y
KapTOHHI Kopo6Lli BiANOBIAHICTb A0 MoHOrpadii APY abo €Bponeicebkol
hapmakonei, abo iHLLOI HaLioHasIbHOI thapmakonel
Aepxasu €C (3miHa y cneuudikauisix, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiickkiit hapmakonei, abo
iHWIili HauioHanbHIl hapmakonei aepxasn €C) - 3MiHU Y
cneuudikauii A®l MomeTasoHy dypoaTy y 3B'A3KY 3
npueefeHHAM A0 MoHorpadiii EP «Mometasone furoate»
(nokasHukn «lgeHTudikauisn», «KinbkicHe BU3HAYEHHS,
«CynpoBigHi AOMILLKM» NPUBEAEHO Y BiANOBIAHICTb A0
MOHorpadii, TecT «lgeHTudikauia TLUX» BunyvaeTbes 3
cneumdikaLlii 3 MeTol npmeeeHHs ao EP)
100. | ENOHBA po3uuH ans Lepinr-Mnay LLiBefiuapi BetTep ®apma- HimeuunHa/ | BHeCeHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 3a UA/13125/01/01
iH’ekuii no 100 CeHtpan Ict A ®epturyHr rméoXx i HigepnaHnamn - OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peyernmom
mkr/0,5 mn no 0,5 Al Ko. KI', HimeuunHa 3ac06y 3 BHECEHHAM iHthopMaL,ii LLoA0 3a3HaYEHHS

M1 PO34VHY B
nonepeaHLo
HanoBHEHOMY
wnpuui; no 1
nonepeaHLo
HanoBHEHOMY
LNpuly pasom 3i
CTepuIbHOK
iH'eKUiliHO0
TONKOK Y
BigKpUTOMY
n1acTUKOBOMY

(KOHTpONb AKOCTI,
TeCcTyBaHHs
CTEepW/IbLHOCTI Ta
bakTepianbHKX
€HAO0TOKCUHIB
roTOBOro
nikapcbKoro 3acoby
(KOHTPO/Ib SIKOCTI),
BisyasibHa
iHcnekuis); Bettep
Papma-dPepTUryHr
"v6X i Ko KT,

OAVHULb BMMIpOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

NIOTKY B KapTOHHIlA
Kopoo6Li

HimeuunHa
(BMPOGHNLTBO
Hepo3dacoBaHoi
npoaykuii Ta
nepBUHHA ynakoBka,
KOHTPO/Tb AKOCTI,
TeCcTyBaHHs
CTEepW/IbLHOCTI Ta
bakTepianbHKX
€HAO0TOKCUHIB
roToBOroO
nikapcbKoro 3acoby
(KOHTPO/Ib SIKOCTI),
BisyasibHa
iHcnekuyis); BetTep
Papma-dPepTUryHr
v6X i Ko. KT,
HimeyunHa
(BizyanbHa
iHcnekuis); H.B.
OpraHoH,
HigepnaHaun
(kOHTpOSb AKOCTI Ta
TecTyBaHHs
crabinbHoCTI ,
BTOPWHHA YNaKoBkKa,
[103BiN Ha BUMNYCK
cepii)

101.

ENOHBA

PO34MH ans
iH’ekuii no 150
Mkr/0,5 mn no 0,5
MJ1 PO34/HY B
nonepeaHLo
HanoBHEHOMY
wnpuui; no 1
nonepeaHLo
HanoBHEHOMY
LINpuULy pasom 3i
CTepuIbHO
iH'eKUiliHOM
TONKOK Y
BigKpUTOMY
nnacTUKoBOMY
NOTKY B KQPTOHHIl
Kopoo6Li

LWepinr-Mnay
CeHTtpan Ict
Al

LLisenuapi
a

BetTtep ®apma-
®epTuryHr MrmoX i
Ko. KI', HimewunHa
(kOHTpONb AKOCTI,

TecTyBaHHS
CTepubHOCTI Ta
bakTepiasibHMX
€HA0TOKCUHIB
roToBOro
nikapcbKoro 3acoby
(KOHTPOSIb AKOCTI),
BisyasibHa
iHcnekuis); Bettep
Papma-depTUryHr
vM6X i Ko KT,
HimeuunHa

(BMpPOGHMLTBO

Hepo3dgacoBaHO!

npoaykuii Ta

Himeuunna/
HigepnaHnan

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- OHOBJ/IEHHA TEKCTY MapKyBaHHA yNakoBKM /liKapCbKOro
3aco6y 3 BHECEeHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS

3a
peyerimom

UA/13125/01/02
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
nepBUHHA yMakoBKa,
KOHTPO/Ib SIKOCTI,
TecTyBaHHs
CTepubLHOCTI Ta
HakTepianbHuX
€HAO0TOKCUHIB
roToBOro
nikapcbKoro 3acoby
(KOHTpO/b SIKOCTI),
BisyasibHa
iHcnekuis); Bettep
Papma-depTUryHr
m6X i Ko. KT,
HimeuunHa
(BisyanbHa
iHcnekuis); H.B.
OpraHoH,
HigepnaHngu
(KkOHTpO/b SIKOCTI Ta
TecTyBaHHS
CTabiNbHOCTI ,
BTOPVHHA YNaKoBKa,
[03BiN Ha BUMYCK
cepii)
102. | EM3NA® NOPOLLOK AN1A Abpun IHais Hektap IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNy 3a UA/15613/01/01
po34nHy AnA dopmynenwH3 NandcaliHcis - 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
iH ekuili, no 1000 Met. 1114, Nimiteq BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
Mr y cpnakoHax Ne cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
1 [aHuX nNpo cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0c06U, BiANOBIAALHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 hapmakoHarnagy
3asBHMKa AN 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicHEHHSA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-aiina cuctemy papMakoHarsisay) - 3mMiHa
KOHTaKTHOI 0CO6U YNOBHOBAXEHOI 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy B
YkpaiHi: NponoHoBaHa pefakuis: OHUWYK Jlrogmuna
BanepiiBHa. 3MiHa KOHTaKTHUX fAaHUX KOHTaKTHOI 0co6u
YNOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy B YkpaiHi
103. | EM3NA® NOPOLLOK A4/1A Abpun IHAis Hektap IHAis BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/15613/01/02
PO34MHy s dopmynenwHs NalidpcaiiHcia - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisgy. peyenmom
iH ekuiid, no 500 mr MeT. N14. Nimiteq BBefieHHst a60 3MiHM [0 y3araslbHEHUX AaHKX Npo

y chnakoHax Ne 1

cucTemy hapMakoHarnsay (BBefieHHs y3araibHeHux
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
[JaHux Npo cuctemy dpapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0C06U, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-alina cuctemy papmakoHarnisgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3asBHMKA,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy B
YkpaiHi: MponoHoBaHa pefakuis: OHWLYK Jllogmuna
BanepiiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy B YkpaiHi
104. | EHANANPUN- Tabnetku no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/5913/01/01
340POB'A mr, no 10 06MEXEHO 06MmexXeHo - nogaHHsA oHoBneHoro CepTudiikaty BigNOBIAHOCTI peuenmom
Tabnetok y BignoBigasIbHi BiANOBIAA/TIbHICTIO €ponelicbkili hapmakonei R1-CEP 2000-053-Rev 05, Big,
6nicTepi; no 2 CTHO "GapmMaueBTNYHa BXe 3aTBepaxeHoro BupobHuka ZHEJIANG HUAHAI
6nictepn y "papmaueBTu KoMnaHis "3g0pos'a” PHARMACEUTICAL CO., LTD., China gns A®I
KapTOHHIN YHa KOMMaHis EHananpuay maneart 3 yTOYHEHHAM HaliMeHyBaHHS Ta
Kopo6ui; no 20 "3popos'a” agpecy BUpo6HMKa, 6e3 3MiHM Micus BUpobHULTBa Ta
TabneTok y npvBeAeHHsI MeTOANKN BU3HAYEHHS 3a/TULLKOBUX
6nicTepi; no 1 KifIbKOCTEW OpraHiYHNX PO34NHHKKIB 40 OHOB/IEHOI BEpCil
6nictepy y CEP
KapTOHHII Kopo6Lii
105. | EHANANPUN- Tabnetku no 20 ToBapucTBO 3 YKkpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/5913/01/02
3400POB'A mr, no 10 obMexeHo 06MexeHo - nogaHHsA oHosneHoro CepTudiikaty BignoBiAHOCTI peyenmom
Tabnetok y BiANOBIAa/TbHI BiANOBIA&LHICTIO €sponeiicbkiii hapmakonei R1-CEP 2000-053-Rev 05, Big,
6nictepi, no 2 cTHO "hapMaueBTNYHA BXe 3aTBepAKeHoro BnupobHmka ZHEJIANG HUAHAI
6nictepu y "papmaueBTu KoMnaHis "3gopos'a” PHARMACEUTICAL CO., LTD., China gns A®I
KapTOHHiiA YHa KoMnaHis EHananpuny manear 3 yTOYHEHHSIM HaliMeHyBaHHS Ta
Kopo6ui; no 20 "3popoB'a” agpecy BUpobHMKa, 6e3 3MiHN Micus BUpobHMUTBA Ta
TabneTok y npvBeAeHHs: MeTOANKN BU3HAYEHHS 3aUTULLKOBUX
6nicTepi, no 1 KiNbKOCTel opraHiyHMX PO34MHHUKIB A0 OHOBEHOT BEpCil
6nictepy y CEP
KapPTOHHI Kopobui
106. | EHANANPUN- Tabnetku no 5 mr, ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [JO peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/5913/01/03
340POB'A no 10 TabneTtok y obmexeHor BMPOGHMLITBA, - nofjaHHs1 oHoBneHoro CepTudikaTy BigNOBIAHOCTI peyenmom
6nicTepi, no 2 abo BignoBigasIbHi KOHTPO/1b SIKOCTI, €Bponelicbkinn hapmakonei R1-CEP 2000-053-Rev 05, Big
no 3 6nictepn y CTHO BMNYCK cepil: BXe 3aTBepKeHoro BupobHuka ZHEJIANG HUAHAI
KapTOHHI kopobui | "dapmauesBTn ToBapucTBo 3 PHARMACEUTICAL CO., LTD., China gns Adl
YHa KoMnaHis 06MeXeHoIo EHananpuny manear 3 yTOYHEHHSM HaliMeHyBaHHSA Ta
"3p0pos'a” BiANOBIAANLHICTIO afipecy BUpo6HWKa, 6e3 3MiHM Micus BMpoOHULTBA Ta
"dapmaLeBTnyHa nprBeAeHHs METOANKN BU3HAUYEHHS 3aUTULLKOBUX
KOMnaHis KifIbKOCTE OpraHiYH1X po34MHHUKIB O OHOBJIEHOI BEpCil

"3a0poB'a

, YKpaiHa,

CEP




74

Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
BCi cTagii
BMPOGHMLITBA,
KOHTPO/Tb AKOCTI:
ToBapucTBo 3
06MeXeHo0
BiANOBIAA/IbHICTIO
"®APMEKC rPyn",
YkpaiHa
107. | EHANANPUN- Tabnetku no 10 mr | ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy - UA/16485/01/01
340POB'A in bulk no 1000 06MEXEHO 06MmexXeHo - nogaHHsA oHoBneHoro CepTudiikaty BigNOBIAHOCTI
TabneTok y nakeTi BignoBigasIbHi BiANOBIAA/TIbHICTIO €ponelicbkili hapmakonei R1-CEP 2000-053-Rev 05, Big,
nonieTuneHoBoMy CTI0 "®apmaueBTnyHa BXe 3aTBepAxeHoro BupobHuka ZHEJIANG HUAHAI
Y KOHTeWHepi "papmaueBTu KoMnaHis "3g0pos'a” PHARMACEUTICAL CO., LTD., China gns A®I
naacTMacoBoMy; YHa KOMNaHis Ernananpuny manear 3 yTOYHEHHAM HaliMeHyBaHHS Ta
in bulk no 10000 "3popos'a” agpecy BUpo6HMKa, 6e3 3MiHM Micus BUpobHULTBa Ta
TabneTokK y nakeri npyBeAeHHsI METOANKN BU3HAYEHHS 3aUTULLKOBUX
nonieTuneHoBomy KifIbKOCTEeW OpraHiYHNX PO34NHHKKIB 40 OHOB/IEHOI BEpCil
Y KOHTeliHepi CEP
n1acTMacoBoMy
108. | EHANANPUN- Tabnetkn no 20 mr | ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | Tuny - UA/16485/01/02
340POB'A in bulk no 1000 obMexeHo 06MexeHo - nogaHHsA oHosneHoro CepTudiikaty BignoBigHOCTI
TabneTok y nakeTi BiANOBIAa/TbHI BiANOBIA&LHICTIO €sponeiicbkiii hapmakonei R1-CEP 2000-053-Rev 05, Big,
nonieTuneHoBoOMy CTi0 "®apmaueBTnyHa BXe 3aTBepAKeHoro BnupobHmka ZHEJIANG HUAHAI
Y KOHTeliHepi "papmaueBTu KoMnaHis "3gopos'a” PHARMACEUTICAL CO., LTD., China gns A®I
naacTMacoBoMy; YHa KoMnaHis EHananpuny manear 3 yTOYHEHHSIM HaliMeHyBaHHS Ta
in bulk no 10000 "3popoB'a” agpecy BUpobHMKa, 6e3 3MiHN Micus BUpobHMUTBA Ta
TabneTok y naketi npvBeAeHHs: METOANKN BU3HAYEHHS 3aUTULLKOBUX
nonieTuneHosomy KiNbKOCTel opraHiyHMX PO34MHHUKIB A0 OHOBMEHOT BEpCil
Y KOHTenHepi CEP
n1aCTMacoBOMY
109. | EHANANPUN- Tabnetkn no 5 mr ToBapucTso 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNYy - UA/14693/01/01
340POB'A in bulk: Ne1000 06MEXEHO 06MEXeHOo - nofjaHHs1 oHoBneHoro CepTudikaTy BigNOBIAHOCTI
(no 1000 TabneTok | BiANOBiAaNbHI BiANOBIA&/ILHICTIO €Bponelicbkinn hapmakonei R1-CEP 2000-053-Rev 05, Big
y nakeTi CTIO "®apmMaLeBTnyHa BXe 3aTBepxeHoro BupobHuka ZHEJIANG HUAHAI
nonieTuIeHoBOMy "®apmaueBTu KomnaHis "3gopos'a” PHARMACEUTICAL CO., LTD., China gns Adl
Y KOHTelHepi); in YHa KoMnaHis EHananpuny manear 3 yTOYHEHHSAM HaliMeHyBaHHSA Ta
bulk: Ne10000 (no "3p0poB'a" agpecu BUpobHuKa, 6e3 3MiHN Micus BUpobHMUTBa Ta
10000 TabneTok y npvBeAeHHA METOAMKN BU3HAYEHHSA 3aUTULLKOBUX
nakeri KifIbKOCTE OpraHiYH1X po34MHHUKIB O OHOBJIEHOI BEpCil
nonieTuneHoBoMy CEP
Y KOHTEeHepi)
110. | EHTEPOXEPMI | kancynu Ne 12, Ne | TOB "CaHodi- YkpaiHa CaHodpi C.n.A. ITania BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHU | TUNYy 6e3 UA/4234/02/01
HA® 24 (12x2): no 12 ABEHTIC - BHECEHHS 3MiH A0 po3giny «MapkyBaHHs» MKHA /13. peyenma
Kancyn y énicrepi; YkpaiHa" 3anponoHoBaHo: Po3gin «MapkyBaHHs». BignosigHo fo

no 1 a6o 2
6nictepu B
KapPTOHHI Kopobui

3aTBEPKEHOT0 TEKCTY MapKyBaHHsl. OHOBMIEHHS TEKCTY
MapKyBaHHS1 yMakoBKU /iKapcbKoro 3acoby 3 BHECEHHSIM
iHdbopMaLii WoA0 3a3HaYeHHs1 OANHMLb BUMIPOBAHHS Y
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
cuctemi Sl. TepMiH BBEAEHHS 3MiH - NPOTArOM 6 MicALiB
nicns 3aTBepmkeHHs
111. | EHTEPOXEPMI | cycneHsis TOB "CaHoi- YkpaiHa JNIABOPATOPII ITania BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/4234/01/01
HA® opanbHa, Ne 10; ABeHTIC IOHITEP, ®paHuis; - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA N13. peyenma
Ne 20 (10x2): no 5 YkpaiHa" CaHodpi C.n.A. 3anponoHoBaHo: Po3gin «MapkyBaHHs» BignosigHo fo
My chnakoHi; no 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
10 donakoHiB, MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHAM
3'€HaHNX MiX iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS Y
co6oto cuctemi Sl. TepmiH BBef,eHHA 3MiH - 6 MicALiB nicns
nonieTVNeHoOBO 3aTBEPAXKEHHS
nepemMuyKoto, y
KaceTi; no 1 a6o 2
KaceTu B
KapTOHHI Kopo6Lii
112. | ENOBIOKPUH po34nH ons TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY 3a UA/17088/01/01
iH'ekuili no 1000 "BIO®PAPMA" "BIO®APMA" - 3MiHY WoAo 6e3neku/ehekTUBHOCTI Ta thapmakoHarnagy. peyenmom
MO y nonepegHb0 BeefieHHs1 ab0 3MiHW 10 y3arasibHEHUX JaHux Npo
HanoBHEHNX cuctemy hapmakoHarnagy (BBefAeHHs y3arasibHeHNX
wnpuuax Ne 5 [aHuX nNpo cuctemy thapmakoHarnsgy, samiHa
(5x1) y 6nictepi YNOBHOBaXXEHOI 0CO6MU, BigNOBIfaNIbHOI 3a 34iAICHEHHS
abo amnynax Ne 5 dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
(5x1) y 6nicTepi 3asBHUKA 419 34iiCHeHHA hapMakoHarnisgy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6u,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMnoBigaIbHOI 3a
3pjlicHeHHs hapMakoHarnagy B YkpaiHi: NMponoHoBaHa
pegakuisi — Mpycbkuii CTaxicnas Bonogmmuposuy. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEHOI 0COOM 3asBHMKa,
BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy
113. | ENOBIOKPUH pO3uuH ans TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny 3a UA/17088/01/02
iH'ekuii mo 2000 "BIODPAPMA" "BIO®APMA" - 3MiHM Wopo 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay. peuyenmom

MO y nonepegHb0
HanoBHEHNX
wnpuuax Ne 5
(5x1) y 6nictepi
abo amnynax Ne 5
(5x1) y 6nicTepi

BeefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
OaHuX Npo cuctemy hapmMakoHarnsgy, smiHa
YNOBHOBaXXeHOI 0c0o6M, BiANOBIAa/ILHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3 thapmakoHarnagy
3asBHMKa AN 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKEHOT 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsagy
(BK/THOYAKOUMN KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MiLLEeHHI
macTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0C06M 3as8BHUKA, BiAMoBiga/IbHOI 3a
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi: MponoHoBaHa
pepakuisi — Mpycbkuii CtaHicnas BonoauMuposuy. 3MiHa
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
KOHTaKTHUX AaHMX YNOBHOBaXXEeHOi 0COOM 3asBHUKA,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
114. | ENOBIOKPUH po34nH ons TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/17088/01/03
iH'ekuili no 4000 "BIODAPMA" "BIO®APMA" - 3MiHM Wopo 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsay. peuenmom
MO y nonepefHb0 BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
HanoBHEHNX cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
wnpuyax Ne 5 [aHux Npo cuctemy hapmakoHarnsgy, amiHa
(5x1) y 6nicTepi YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
abo amnynax Ne 5 dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
(5x1) y 6nictepi 3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsagy
(BK/THOYAKOUM KOHTAKTHI faHi) Ta/abo 3MiHN Y PO3MILLEHHI
mMacTep-aiina cuctemy papmakoHarisay) - 3mMiHa
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMoBigaIbHOI 3a
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
pegakuis — Mpycbkuii CTaHicnas Bonogmmuposuy. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA dapmakoHarnsgy
115. | ENOBIOKPUH po34nH gns TOB "®3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/17088/01/04
iH'ekuii no 10000 "BIODPAPMA" "BIO®APMA" - 3MiHM Woao 6e3neku/eheKTUBHOCTI Ta chapmakoHarnsgy. peuyenmom
MO y nonepefHbL0 BeefeHHst ab0 3MiHM [0 y3arasibHEHUX AaHuX Npo
HanoBHEHNX cuctemy hapMmakoHarnagy (BBefeHHs y3arasibHeHnX
wnpuuax Ne 5 OaHux Npo cuctemy hapmakoHarnsgy, smiHa
(5x1) y 6nicTepi YNOBHOBaXXeHOi 0c0obK, BifANOBIAa/ILHOT 3a 34iICHEHHS
abo amnynax Ne 5 dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3 hapmakoHarnagy
(5x1) y 6nicTepi 3asBHMKa AN 34iiCHEHHS ddapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiICHEHHS hapmakoHarnsay
(BKIHOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHM y pO3MiLLieHHi
mMacTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
pepakuisi — Mpycbkuii CtaHicnas BonoanMuposuy. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKa,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
116. | EPIAOH® PO3YMH OpasIbHWIA, TOB "ACIHO YkpaiHa BMPOGHMLITBO, Viopaanis/ BHECEHHS 3MiH 10 peecTpaliiiH1ux maTepianis: 3miHun | TUNy 3a UA/16894/01/01
1 mr/mn, no 30 mn YKPAIHA" nakyBaHHs Ta IpnaHgjs - 3MiHK 3 SKOCTi. [0TOBUIA NiKapCbkuii 3aci6. 3MiHn y peyenmom

y thnakoHi; no 1

KOHTPO/1b AKOCTI

BUPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, WO CTOCYTbCSA

hnakoHy y NiKapcbKoro 3acoby: BUNYCKY Ccepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro
KOMMEKTI 3 [ap Anb [laBa 3acoby (3amiHa abo JoAaBaHHA AibHULI, Ha SKilA
[,03yH040H [leBenonmeHT eHp, 3[iCHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) - AoAaBaHHSA
nineTkow B IHBeCcTMeHT Ko. AiNbHWLI, Ha SIKili 30iCHI0ETLCA KOHTPO/Ib AKOCTI
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
KapTOHHIN nauui nTA., Viopaanis; (mikpobionoriyHuii koHTposnb) KoMnnit JlabopaTopi
KOHTPO/b SKOCTi Ta ConywHs, Ipnangis/Complete Laboratory Solutions,
BWMYCK Cepil: Ireland
LaHenb Megikan,
IpnaHgis;
KOHTPO/Tb AKOCTI
(mikpobionorivHwmi
KOHTPO/b):
Komnnit Jlaboparopi
ConywHs, IpnaHgis
117. | EPIAOH® TabneTkv BKpUTI [ekcenb /T4, 13painb [Jexcenb NTa,, I3painb BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/17620/01/01
N/1iBKOBOO I3painb - BHECEHHSA He3HaYHVX 3MiH B NpoLec BUPOGHULTBa peyernmom
060/10HKO10, MO 2 (BUPOGHMLTBO, roTOBOrO JliKapCbKOro 3acoby, 3okpema: 36ibLUeHHS
mr no 10 TabneTok nakyBaHHs, KoecpilieHTy nokpuTTsa TabneTtkm 31,5 8o 3
y 6nictepi; no 3 BMNpPO6YBaHHS
abo 6 6nictepiB y KOHTPOSIO SIKOCTi Ta
KapTOHHI nauui BUMYCK cepii;); TOB
IHCTUTYT Xap4oBoi
Mikpo6ionorii Ta
CMOXMBYMX TOBApIB,
13painb
(BunpobyBaHHs
KOHTO/1H0 SKOCTi
(mikpobionoriyHwmia
KOHTPO/b))
118. | EPIYC® TabneTkn, BKPUTI Baliep LLiseliyapi LLepiHr-Mnay /la6o Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/5827/01/01
NNiBKOBOKO KoHcbtomep A H.B. - NOAAaHHSA HOBOTO cepTudikata BiAgMNoOBIAHOCTI peyenma
060/10HKOI0, N0 5 Kep Al €sponeiicbkiii hapmakonei Ne R1-CEP 2007-283-Rev 01
Mr; Mo 7 a6o no 10 Bij HOBOrO A04AaTKOBOro BUpo6bHMKka ROLABO
Tabnetok y OUTSOURCING, S.L. gnsa BuxigHoro marepiany
6nicTepi; no 1 Loratadine, L0 BUKOPUCTOBYETLCA Y BUPOOHULTBI AD|
6nictepy B nesnopataguHy
KapTOHHii
Kopo6ui; no 15
Tabnetok y
6nicTepi, no 2
6nictepu B
KapPTOHHI Kopobui
119. | EPMYUUH® NOPOLLOK A/1A YAB "MPA" JInToBCbKa 3ETA ITania BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/14153/01/01
opasibHOI Pecny6nik OAPMALIEYTILLI - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKY liKapCbKOro peyenmom
cycneHsii, 175 a C.NA. 3aco6y 3 BHECEHHSM iHthopMaL,ii LLoA0 3a3HaYEHHS
Mmr/5 mMn, 1 conakoH OOMHULb BUMIpIOBaHHA y cuctemi Sl
3 MOPOLLKOM 3
MipHUM
KOHTEHEepoM y
KOpo6Li 3 KAPTOHY
120. | EPTIHOB TabNeTKN, BKPUTI HOBE/ IN1AY TypeyunH HOBEJ ITIAY TypeyumHa | BHECEHHs 3MiH 40 peecTpauiiiHMx MaTepianis: 3MiHu | Tuny 3a UA/17213/01/01
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Ne

Hassa

®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
nniBKOBOIO CAHAI BE a CAHAI BE - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuenmom
060/10HKOI0 MO TIOI>KAPET TIOXAPET A.LL. BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
100 mr, no 15 A.LL. cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
TabneTok y [JaHuX Npo cuctemy dpapmakoHarnsgy, 3miHa
6nicTepi, no 2 YMOBHOBaXEHOT 0C06U, BiANOBIAaIbHOI 38 34iCHEHHS
6nictepn y thapmakoHarnsay; KOHTakTHOi 0cobu 3 dpapmakoHarnagy
KapTOHHii 3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
ynakoBLi AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobM,
BiANOBIAA/IbHOI 32 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYMN KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTtep-aiina cuctemy papmakoHarnisgy) - 3mMiHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsag.
MponoHoBaHa pegakuis: R. Ayse Cetin. 3mMiHa KOHTaKTHUX
[aHVX yNoBHOB&XeHOI 0co6w, BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3mMiHa KOHTakTHOI 0CO6Y YNOBHOBaXEHOT
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a hapmakoHarnsag, B
YkpaiHi. MponoHoBaHa pepakuis: Stefanska Olga. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6U YNOBHOBAXEHOT
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a hapmakoHarnsag, B
YkpaiHi.
3MiHa MicLA 34iACHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoMKeHHs macTep-
thaiina
121. | EPTIHOB TabneTku, BKPUTI HOBEN INAY TypeyunH HOBE/ INAY TypeuunmHa | BHECEHHSI 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | Tuny 3a UA/17213/01/02
MNiBKOBOO CAHAI BE a CAHAI BE - 3MiHV 100 6e3nekn/eddeKTMBHOCTI Ta dhapmakoHarnsaay. | peuernmom
060/10HKOI0 MO TIOI>KAPET TIO>KAPET A.LU. BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
150 wmr, no 15 A.L. cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHNxX
Tabnetok y JaHnX npo cuctemy dpapmakoHarnsgy, smiHa
6nicTepi, no 2 YMOBHOBaXEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
6nictepn y hapMakoHarnsay; KOHTakTHOI ocobu 3 hapMakoHarnagy
KapTOHHif 3asBHMKa AN 34iCHEHHA ddapmakoHarnsagy B Ykpaii,
ynakoBLj AIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,

BiANOBIAA/IbHOI 3a 34ilicHEHHSA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLeHHi
MacTep-aiina cuctemy papMakoHarsisay) - 3mMiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapMakoHarnsag.

MponoHoBaHa pepakuis: R. Ayse Cetin. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXEHOT 0CO6MU, BiANOBIAaNbHOI 3a
hapmakoHarnsg. 3mMiHa KOHTakTHOT 0CO6Y YNOBHOBaXKEHOT
ocobu 3asiBHUKA, BiANOBIAa/IbHOI 3a hapMakoHarnsg B
YkpaiHi. MponoHoBaHa pegfakuis: Stefanska Olga. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI
ocobu 3asiBHUKA, BiANOBIAa/IbHOI 3a hapMakoHarnsg B
YKpaiHi.
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
3MiHa MicLA 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoMKeHHs macTep-
thaiina
122. | ECOYMI3BAH®B | kpanni opabHi, BEPNIH-XEMI | HimeuunHa BEPNIH-XEMI Al HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 3MiHu | TUNYy 6e3 UA/10476/01/01
EBI emynbcis, 100 Al - 3MiHM Woao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay peuyenma
mr/mn; no 30 mn (iHLI 3MiHW) - OHOBJIEHHA TEKCTY MapKyBaHHS yrNakoBKU
abono 50 mny nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH NPOTAroM 6
dnakoHi 3 MiCALIB MiCNsA 3aTBEPKEHHS
Hacagkow Ans
[03yBaHHs
Kpanenb,
KPWLLIKOIO, L0
3arBUHYYETLCSA, Ta
MipHUM
cTakaHuukom; no 1
hnakoHy y
KapTOHHI Kopo6Lii
123. | ECULATAM® TabneTkn, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/15764/01/01
ACIHO nNiBKOBOKO YKPAIHA" - BBeeHHa HoBoro CEP Ne RO-CEP 2016-178-Rev 01 ans peyenmom

060s10HKOI0, No 10
mr, no 10
Tabnetok y
6nictepi; no 1, 3
abo 6 6nicTepiB y
KapTOHHI navui

A®| ecuuTanonpamy okcanarty Big, 3aTBEPAXEHOI0
BMpo6HMKa Zhejiang Huahai Pharmaceutical Co., Ltd.
China; 3minu | TUny - BBeAeHHs Hosoro CEP Ne RO-CEP
2017-082-Rev 01 ana Adl ecuutanonpamy okcanarty Bif
3aTBepmxeHoro BupobHuka Jubilant Generics Limited,
India; 3miHun | TMNy - NpuBeaeHHA cneumndikadii API
ecuuTasionpamy okcanarty Y BignoBigHICTb A0 BUMOT
MoHorpadgii A®I Escitalopram Oxolate, fogaTkoBo
[0NoBHEHO cneuudikalito APl nocunaHHAMK: -
«lgeHTndikauis» ? 1 4onyckaeTbCcst NPOBOAUTY TECT
MeTofoM PamaHiBCbKOT cnekTpomeTpil (EP 2.2.48).
Mpoueaypa nposefeHHs TecTy Ta Bifg6ip Npob onucaxi y
BignosigHnx COIl; - «Onuc», «Boga», «CynpoBigHi
OOMiLLKM», «MikpobionoriyHa unctota», Ta «KinbkicHe
BU3HAYEHHS» — 2 KOHTPO/b MapaMeTpy 34iNCHIOETLCS NpK
NepeKoHTPOi cybCcTaHL;i;
3MiHuW | TUNY - BHECEHHS 3MiH A0 cneumdikauii 13 3a
nokasH1koM «CynpoBsigHi JOMILLKM» a came NPUMITKY A0
[aHOoro nokasHvka [OMNoBHEHO Ha3Bamm [OMILLOK
BignoBiaHO 00 MoHorpadii EP o BXe 3a3HayeHux Ha3s
3rigHo USP; 3MiHu | TURYy - 3MiHK Ao cneuundikadii N3 3a
nokasHukamu: «lgeHTudikauis» - BUIydeHHs1 dopasu
«lpeHTudikauis NpoBOANTLCA OAHUM 3 METOLIB»;
«Mikpob6ionoriyHa YncToTa» A0AaHO NOCUIAHHS o4O
NepiogNYHOCTI MPOBEAEHHS KOHTPOID, & Came Ha KOXHil
TPETIii cepii, ane He pifLle ogHOro pasy Ha pik; 3miHu |
TUMY - 3BY>KEHHSA MeX BMICTY CyMW [JOMILLOK Y
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

crneundikavii /13 Ha BUNYCK Ta Ha TepMiH NpuaaTHOCTI
(gonycTumi mexi ans gomiwok A, B, C, E Ta HaibinbLuoi
HecnevundikoBaHOi fOMILLKU 3a/IMLLEHI 6€3 3MiH)
3MiHuM | TUNY - 3MiHW Y MeTogax BunpobysaHHA 13 3a
nokasHnkoM «CynpoBigHi JOMILLKM», & came BBOAUTLCA
[iBa OKpemux po34nHW 415 NepeBipkn NPUAaTHOCTI
XpomatorpagiyHoi cuctemu, Lo NoB’A3aHo 3 MeTO
nonerweHHs igeHTudikauii nikis JOMILLOK i pO3paxyHKy
CniBBIAHOLWEHHS curHan/wymMm; 3MiHu | TNy - BHECEHHS
3MiH 40 MeToAy KOHTposto /13 3a NOKa3HUKOM
«lpeHTudpikauisn.2.2. TLWX» — 3miHeHa npo6oniaroToBka
BMNPOGYBaAHOro PO34uHY, a came 3amicTb 1 TabneTku
BUKOPWCTOBYIOTb HaBaXkKy NMOPOLLKY pPO3TepTMX TabneTok,
eKBiBa/IeHTHa Maci ogHiel TabneTkm (BignNoBigHO 40 [03MK);
[04AaTKOBO BUTyYeHHS dopasm «laeHTudikayis
NPOBOAMTLCS OAHUM 3 METOZAIB»; 3MiHM | Tuny - 3 po3giny
3.2.P.5.1 BunyueHo cneuudikauii 418 KOHTPO/O TabneTok
Hepo3dacoBaHux Ta cneumndikaii 13 npoTarom
BMBYEHHS CTabiNbHOCTI 3 BigNOBIAHMMY NpUMITKaMuU 40
HVX, OCKiNIbKM BULLE3a3HaueHi cneyudikadii onucani y
po3ginax 3.2.P.3.51a3.2.P.8.1

124.

ECUUTAM®
ACIHO

TabneTku, BKPUTI
naiBKOBOIO
060n0Hkot0, no 20
mr, no 10
Tabnetok y
6nictepi; no 1, 3
abo 6 6nictepiB y
KapTOHHI nauui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy
- BBefleHHA HoBoro CEP Ne RO-CEP 2016-178-Rev 01 ans
A®| ecunTanonpamy okcanaTy Bif 3aTBEPLKEHOIO
BUpobHuMKa Zhejiang Huahai Pharmaceutical Co., Ltd.
China; 3minu | TUny - BBeAeHHsA HoBoro CEP Ne RO-CEP
2017-082-Rev 01 ana A®I ecumtanonpamy okcanarty Bif
3aTBepAXeHOro BMpo6HuKa Jubilant Generics Limited,
India; 3miHun | TMNY - NprBeaeHHs cneumndikadii AdI
ecuuTasionpamy okcanary y BifnoBigHiCTb 40 BUMOT
MoHorpadii A®I Escitalopram Oxolate, fogaTkoBo
LOMOBHEHO crneuudpikauito APl nocunaHHsaMK: -
«lgeHTundikauis» ? 1 gonyckaeTbCcs NPOBOAUTY TECT
MeTofoM PamaHiBCcbkoi cnekTpomeTpil (EP 2.2.48).
Mpoueaypa npoBeAeHHS TECTY Ta Bigbip Npob onucaxi y
BignosigHux COIl; - «Onuc», «Boga», «CynpoBigHi
LOMiLLKM», «MiKpobionoriyHa umctoTa», Ta «KinbkicHe
BM3HAYEHHS» — 2 KOHTPO/b NapameTpy 34iCHI0ETLCA Npur
NepeKoHTPOsII CybCTaHLi;
3MiHM | TUNY - BHECEHHS 3MiH A0 cneumdikauii 13 3a
nokasHukom «CynpoBigHi JOMILLKM» a came NPUMITKY A0
[,aHoro nokKasHuka [0oMnoBHEHO Ha3Bamu JOMILLOK
BiANoBIAHO A0 MoHorpadii EP o BXe 3a3HayeHux Ha3s
3rigHo USP; 3MiHn | Tuny - 3miHW Ao cneuwmdikadii N3 3a
nokasHukamu: «lgeHTudikadis» - BUnyvyeHHs gpasn
«lpeHTudpikauis NpoBOANTHLCA OAHUM 3 METOAIB»;

3a
peyenmom

UA/15764/01/02
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Ne

Hassa

o ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
«Mikpob6ionoriyHa uncToTa» 40AaHO NOCUIaHHS LLoA0
NepiogNYHOCTI MPOBEAEHHS KOHTPOID, & Came Ha KOXHil
TPETIil cepii, ane He piaLle ogHOro pasy Ha pik; 3miHu |
TUNY - 3BYXXEHHA MEX BMICTY CyMU [OMILLIOK Y
cneuudpikauii 13 Ha BUNYCK Ta Ha TEPMiH NPUAATHOCTI
(monycTtumi mexi ansa gomiwok A, B, C, E Ta HanbinbLwoi
HecnewundikoBaHOT AOMILLKN 3a/nLLeHi 6e3 3MiH)
3MiHM | TURY - 3MiHW y MeTogax BunpobysaHHA 13 3a
nokasHukoM «CynpoBigHi JOMILLKM», & came BBOAUTLCSA
[iBa OKpemVX POo34MHU 415 NEPEBipKU NPUAATHOCTI
XpomMartorpacdiyHoi cucTemu, Lo NOB’A3aHO 3 METOH
nonerweHHs igeHTudikauii Nikis JOMILLOK i po3paxyHKy
CMiBBIAHOLLEHHS CUTHA/LLIYM; 3MiHU | TUMY - BHECEHHS
3MiH 4,0 MeToAy KOHTposto /13 3a MOKa3HMKOM
«lpeHTudikayin.2.2. TLWX» — 3miHeHa npo6oniaroToBka
BMNPO6YBaHOro po3uynHy, a came 3amicTb 1 Tabnetku
BMKOPUCTOBYHOTb HABAXXKY MOPOLLKY PO3TEPTMX TabneTok,
eKBiBasIeHTHa Maci oaHiel TabneTkm (BiANOBIAHO A0 A03N);
[04AaTKOBO BUSTYYEHHA hpasm «laeHTudikadis
NPOBOAUTLCS OAHUM 3 METOAIB»; 3MiHW | Tuny - 3 po3giny
3.2.P.5.1 BunyueHo cneuudikauii 4518 KOHTPOs0 TabneTok
Hepo3hacoBaHux Ta cneumdikauii 13 npoTsrom
BMBYEHHS CTabiNIbHOCTI 3 BiANOBIAHMMN NPUMITKaMK1 A0
HVX, OCKINIbKM BULLe3a3HauveHi cneyudikadii onvucani y
po3sginax 3.2.P.3.5Ta 3.2.P.8.1
125. | E®EPANTAH TabneTkv wunyui YMNCA CAC ®paHuisa YMNCA CAC ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu || 6e3 UA/5237/01/01
no 500 wmr, no 4 TUNY - PO3LUMPEHHSA KpUTEPIi cneumdikawii 415 nokasHuka peyenma
Tabnetkn y ctpuni, "BTparta B Maci npy BUCYLLYBaHHI", LLIO KOHTPONIOECTLCSA
no 4 ctpunu y nig, yac BUPO6GHUYOI cTagii, a came TabnetyBaHHs 3 0,20%
KapPTOHHI Kopobui 00 0,25 %
126. | EO®ESEN renbno5r, 15, Fangepma CA | Lseliuapi NIABOPATOPII ®paHuisa BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/15311/01/01
30 r rento y Ty6i; A FANOEPMA - OHOBJIEHHS! TEKCTY MapKyBaHHS1 YNakoBKM JliKapCbKOro peyenmom
no 1 Ty6i B 3aco6y 3 BHECEHHSIM iHchopMaLii LLoA0 3a3HaYEHHS
KapTOHHiiA OAMHULb BUMIpOBaHHSA Y cuctemi Sl. BHeceHHs 3MiH A0
kopobui; mo 15, po3giny «MapkyBaHHs» MKSA /13: 3anponoHoBaHo:
30rrenoy «3rifHo 3aTBEpAKEHOMY TEKCTY MapKyBaHHs». BBefeHHs
KOHTelHepi; no 1 3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS
KOHTeliHepy B
KapPTOHHI Kopobui
127. | 3ABILE®DTA NOPOLLOK AN MNOAN3EP CLA nakco OnepeiwH3 Benuka BHECEHHS 3MiH [JO peecTpavjiiiHuXx maTepianis: 3MiHu | TUNYy 3a UA/17440/01/01
KOHLIeHTparty ans EWY.CLMI. HOK NIt TpeligiHr ec BpuTanis/ - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenmom
po34nHy Ans KOPMOPEWLL 'nakco Bennkom ITania 3acoby 3 BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHs
iHcpy3iii, no 2000 H OnepeiiwHs, Benvka OAVHMLb BUMIpIOBaHHA Y cuctemi Sl. TepmiH BBefEHHSA

mr/500 mr; no 10
(hNakoHiB B
KapTOHHi Kopobui

BputaHis
(BUPOBHMLTBO
CTepUJILHOIo

3MiH NPOTAroM 6 MICALIB MiC/1A 3aTBEPKEHHS
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
HaniBNpoAayKTy);
nakcoCmiTKnsiH
MeHtochekuypuHr
C.n.A., ltanisa
(BMpOGHMLTBO,
nakyBaHHs,
KOHTPO/b SIKOCTi Ta
BWMNYCK cepii)
128. | SE/IBOPA®® TabneTkn, BKpUTI ®.XochbpmaHH- | LUBeiiuapi Oenbthapm MinaHo ITania/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/12699/01/01
nNiBKOBOKO Na Pow Ntg, A C.P.N., Itanis Lseiiyapis - 3MiHN A0 IHCTPYKUii 415 MeANYHOro 3acToCyBaHHS peyernmom
060/10HKOI0, N0 (BMPOGHMLTBO nikapcbkoro 3acoby Ao po3giny "MNo6iyHi peakuii”
240 mrno 8 Hepo3dacoBaHOT (moNoOBHEHHSA po3ainy iHopMaLielo NPo NobiuHy peakLito
Tabnetoky NpoAyKLUii, NepBUHHE "capkoifo3"). BBegeHHs 3MiH NpoTAroM 6-Tu MicALiB nicns
6nicTepi; no 7 nakyBaHHs, 3aTBEpPKEHHS;
6nicTepiB y BTOPUHHE 3MiHu Il TUNy - 3MiHW 0 IHCTPYKUIT ANA MeguyHoro
KapTOHHii nakyBaHHs, 3acToCcyBaHHS NikapcbKoro 3acoby Ao po3zinis "B3aemopis
ynakoBLi BMNpobyBaHHsA 3 iHWKMK fikapcbkMMK 3acob6amu Ta iHLWi BUAN
KOHTPOJIO SIKOCTI); B3aemogiin”, "OcobmBOoCTi 3acTocyBaHHsA", "3acTocyBaHHs
®.XodhhmaHH-/1a y nepiog BariTHOCTi abo rofyBaHHs rpyaato”, "Mo6ivHi
Pow 1tg, peakuii (oHoBNeHHs iHchbopma,ii 3 6e3nekn Ha OCHOBI
LLiBefiuapis (Bunyck y3araslbHeHOro aHasi3y pe3ysibTaTiB AOC/iOXEHD).
cepir) BBeaeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS; 3MiHM Il TUMY - 3MiHX: HA OCHOBI AAHUX,
OoTpUMaHuX Yy Xogi gocnigpxkeHHa MO25515 (MEA 006),
BHECEHHS 3MiH A0 [HCTPYKUii ANnA MeguyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3giny “Mo6iyHi
peakujii” (J0NOBHEHHS Ta TEKCTOBI pefaKLiiiHi yTOYHEHHS
LLIOA0 MOCUIEHHSI TOKCUYHOI il iOHI3yr040oro
BMMPOMIiHIOBAHHS NPV OAHOYACHOMY 3aCTOCYBaHH).
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMAKEHHS; 3MiHYM || TUNY - NogaHHA pe3ynbTaTiB
pocnipxeHHa GP28492 (MEA 010). BeegeHHs 3MiH
NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPIKEHHS; 3MiHW |l TUnYy
- 3MiHN A0 IHCTPYKUii 415 MeANYHOro 3acToCyBaHHS
niKapcbKoro 3acoby A0 po3ginis "®apMakonorivHi
BM1aCTUBOCTI" (4ONOBHEHHS iHd)opMaUiT WoA0
hapMakoKIHETUKN Ha OCHOBI aHasli3y AaHWnX, OTPUMaHNX y
X04i focnimKeHb). BBeaeHHs 3MiH NpoTSArom 6-Tm mMicauis
nicnsa 3aTBeppKeHHs; 3MiHu |l Tuny - nogaHHs 3BTy NpPo
KniHiYHe B1UNpo6yBaHHA GO27826. BBeeHHS 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepAKEHHS
129. | 30KOP® TabneTkn, BKpUTI Mepk Wapn i LLBeiiuapi Mepk Wapn i Joym HinepnaHay | BHeCeHHsi 3MiH 40 peecTpayiiiHux MaTepiasiB: 3MiHu | Tuny 3a UA/0645/01/02
nniBKOBOO Joywm IAEA A B.B., Higepnanau / Benuka - BUTYYeHHS BUPOGHMYOT AinbHuui MSD International peyenmom
060/10HKo10, no 20 6X (makyBaHHs, BpuTaHis GmbH (Singapore Branch) ans gjto4oi pe4yoBuHN —

Mr no 14 Ta6neTok
y 6nictepi; no 2
6nictepn B

KOHTPO/Tb AKOCTI,
BUMNYCK cepii); Mepk
LWapn i Joym

CUMBACTATUH, L0 HE MOB’A3aHO0 i3 KPUTUYHUMN
HefonikamMmy Ha BUPOOHULITBI
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
KapTOHHI Kopo6Lyi NimiTen, Benvka
BpuTtaHis (BMpO6HUK
Hepo3dacoBaHoi
NPOAYKLUIT, KOHTPO/b
AKOCTI)
130. | 3OKOP® Tabs1eTKN BKPUTI Mepk Wapn i LLiBeiuapi Mepk Wapn i Joym HigepnaHay | BHECEHHS 3MiH 40 peecTpauiiiHuX maTepiasiB: 3MiHu | Tuny 3a UA/0645/01/01
DOPTE nNiBKOBOKO Joywm IAEA a B.B., Higepnanaun / Benuka - BUyYeHHs BMPOGHMYOI AinbHuLi MSD International peuenmom
060/10HKO0 No 40 6X (nakyBaHHs, BputaHis GmbH (Singapore Branch) gns gjtouoi pe4yoBuHmn —
mr KOHTPO/Tb AKOCTI, CUMBACTATUH, L0 HE NOB’A3aHO0 i3 KPUTUYHUMN
no 14 tabneTtok y BMNyck cepii); Mepk HefonikamMmy Ha BUPOGHULTBI
6nicTepi; no 2 LWapn i foym
6nictepu B NimiTen, Benvika
KapTOHHI KopooLli BpuTaHis (BUpo6HMK
Hepo3dgacoBaHo|
NPOAYKLUIT, KOHTPO/b
SAKOCTI)
131. | S3OKCOH® 2 TabneTky no 2 mr TOB "CaHoi- YKkpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/6300/01/02
Ne 10, Ne 30 ABeHTIC Pecny6nika - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenmom
(10x3): no 10 YkpaiHa" 3ac06y 3 BHECEHHAM iHhopMal,ii LLoA0 3a3HAYEHHS
Tabnetok y OAMHMLb BUMIPIOBaHHS y cuctemi Sl. BHeceHHs 3MiH 4o
6nicTepi; no 1 abo po3giny «MapkyBaHHsA» MKSA /13. 3anponoHoBaHo:
no 3 6nictepu B MAPKYBAHHS#. BignoBigHO A0 3aTBEP)KEHOTO TEKCTY
KapTOHHI KOpoOLji MapKyBaHHs. TepMiH BBEAEHHS 3MiH - MPOTArom 6 MicsiLiB
nicns 3aTBepaKeHHs
132. | 30OKCOH® 4 Tabnetku no 4 mr TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: 3MiHu | TUNYy 3a UA/6300/01/03
Ne30 (10x3): no 10 ABeHTIC Pecny6nika - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenmom
Tabnetok y YkpaiHa" 3aco6y 3 BHeCEeHHAM iHhopMaLii LWoA0 3a3HauYeHHs
6nicTepi; no 3 OAMHNLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs1 3miH A0
6nictepu B po3giny «MapkyBaHHs» MKSA /13. 3anponoHoBaHo:
KapTOHHI Kopo6Lli MAPKYBAHHSA. BignosigHoO [0 3aTBEPO)KEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBEiEHHS 3MiH - MPOTAroM 6 MicALUiB
nicns 3aTBepKeHHs
133. | 30/1ALEKC Kancyna gns ACTPA3EHEK Benuka AcTtpa3eHeka HOK Benvka BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHU | TUNYy 3a UA/4236/01/02
nigLWwKipHOro A OK Nimiteq BputaHis Nimiteq BputaHis - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. KoHTposb peyenmom
BBEfleHHs roTOBOrO /liKapCbKoro 3acoby. 3miHa y metogax
NPOJIOHroBaHoI Al BUNPOBYBaHHSA rOTOBOIO MiKapCbKOro 3acoby (iHLWi 3MiHU Y
no 10,8 mr 1 MeTofax BMnpobyBaHb (BK/IOYaKUYM 3aMiHy abo
Kancyna y wnpuu- [OMOBHEHHS)) - 3MiHW y METOAMLi BU3HAYEHHS NMOKa3HUKa
annikatopi i3 «CTepubHiCTb». [lofAaBaHHs Sk aflbTEPHATUBHOIO TeCTy,
3aXVCHUM BMKOPVCTaHHSA NPSIMOro nocisy, [0 HAsBHOro Cnoco6om
MexaHi3mMom; no 1 MeMO6paHHoI chinbTpavi
Lnpuvly B
KOHBEPTI 3
NPUKPINIEHUM
npanopuem-
aHoTauiero 3

BoJioronor/imHak4
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
010 Kancysnoto; no
1 KoHBEpPTY B
KapPTOHHI Kopobui
134. | IBY®EH® Kancysm m'siki no dapmaneBTuy Monbla MepaHa ®apma Monbua BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 3MiHu | TUNYy 6e3 UA/12829/01/01
FOHIOP 200 mr no 10 HWIA 3aBO4 AKLjioHepHe - NpUBEeAEHHS 3aTBepaKeHoT Cneyudpikauii B YkpaiHi 3a peyenma
Kancyn y énicrepi; "MOJNIb®APM ToBapucTBO nokasHukoM “MiKpo6ionoriyHa YMCToTa» A0 OpUriHaIbHOI
no 1 a6o 2 A" C.A. CneuudpikaLii BUpobHMKa, a came BHECEHHS NPUMITKN
6nictepn y LL{0A0 NepioANYHOCTI BUNPOBYBaHHS 3a MOKa3HWKOM
KapTOHHI Kopo6Lyi «MikpobionoriyHa unctota» Ans KoxHoi 10-1 cepii, ane He
MEHLLE HiXX OMH pa3 Ha pik
135. | IBONTUH® SR TabneTtkn AGGOTT HimeuumnH BMPOGHULTBO, HimeuyunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/7175/03/01
NPONOHroBaHoT Aii Nab6opaTtopi3 a nakyBaHHs1, Ipeuis - OHOBJIEHHS TEKCTY MapKyBaHHA yNakoBKM NiKapCbKOro peyernmom
no 240 wr; no 15 M6X KOHTPO/b AKOCTi Ta 3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HAYEHHS
Tabnetok y BMNycK cepii: AGGBI OAVHWLb BUMIPIOBaHHS y cuctemi Sl. BBegeHHS 3MiH
6nicTepi; no 2 [Hoiunang MrmeX i NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPIKEHHS
6nictepn y Ko. KI', HimeuunHa;
KapTOHHI KOpooL;i BMPOBGHULTBO,
nakyBaHHs,
KOHTPO/b AKOCTi Ta
BUNyck cepii: ®amap
A.B.E. AHTOYyCCa
MnanT, MNpeuis
136. | IMET® TabneTkn, BKpUTI BEP/IIH-XEMI | HimeyunH Brpo6HMK, Lo HimeuunHa | BHECEHHs 3MiH 40 peecTpavifiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/4029/01/01
nniBKOBOKO Al a BUKOHY€E - 3MiHu 3 AkocTi. CepTudikat BignosigHocTi/IE- peuyenma
060/10HKOI0, N0 BVMPOGHNLTBO cepTudikaT BigNoBIAHOCTI EBPONENChKiit
400 mr no 10 npenaparty "in bulk" thapmakonei/MoHorpadii. NogaHHs HoBOro abo
Tabnetok y Ta KOHTPO/b cepil: OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS

6nictepi; no 1 a6o
no 2, aéo no 3
6nictepu y
KapTOHHi KopooLyi

BEP/IH-XEMI AT,
HimeyunHa;
Bupo6HuK, Lo
BUKOHYE
BVPOGHMLTBO
npenaparty "in bulk",
nakyBaHHS Ta
KOHTpO/b cepii:
AfnsaHc ®apma
'M6X, HimeuunHa;
MeHapiHi-®oH
XeligeH Mv6X,
HimeuunHa;
Brpo6HWK, Lo
BUKOHY€E NaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii:
BEP/IH-XEMI AT,
HimeuynHa

cepTudpikaTa BignoBigHOCTI €Bponeiickkiii hapmakonei:
ana A®l; ans BuxigHoOro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[OMOMDKHOT peyoBrHY (cepTudikaT BiAnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBAeHW cepTudikaT Big,
yXe 3aTBeppKeHoro BUpobHuka. MogaHHsi OHOBNEHOTO
cepTtudcpikaTa BignosigHoCTI E€Bponelickbkiii hapmakonei Ne
R1-CEP 2004-023-Rev 05 (3atBepmkeHo: R1-CEP 2004-
023-Rev 04) ans gitovoi pevosuHu Ibuprofen Big Bxe
3aTBepaxeHoro Bupo6bHnka SHANDONG XINHUA
PHARMACEUTICAL CO., LTD., K HacnigoK 3mMiHu y
crneundikauii Ta MeTogax KoOHTpono APl — BUIy4eHo
BMNPO6GOBYBaHHA Ha AOMiWKY F. 3MiHu | TUnYy - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
MopaaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
BiANOBIAHOCTI abo BMNyYeHHs cepTudikaTta BignoBigHOCTI
€Bponelicbkii hapmakonei: ana A®l; pns BuxigHoro
marepiany/peareHTy/npomikKHOro NPoAyKTy, Lo
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BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKil
hapmakonei) - OHoBeHUiA cepTudikat Bif yxe
3aTBepKeHoro BUpobHuKa. MofaHHA OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI €Bponeiickkin dhapmakonei Ne
R1-CEP 2000-087-Rev 03 (3aTBepmkeHo: R1-CEP 2000-
087-Rev 02) ans gitovoi pevosurHu Ibuprofen Big Bxe
3aTBEPKEHOro BUPOBHYKA, SIK HACAifOK 3MiHa Ha3BM Ta

aapecy BnacHuka CEP. 3miHu | Tuny - 3miHun 3 skocTi. A®I.

KoHTposnb A®I. 3miHa y MeToAax BunpobysaHHs APl abo
BVXifHOrO Martepiany/npoMiKHOr0 NpoayKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS Y NpoLieci BUpo6HuLTBa ADI
(BrNyYeHHs1 MeToAdy BUNPOBYBaHHS ANns
Adl/peareHTy/npomMiKXHOro NPoAYyKTY, AKLLO
anbTepHaTUBHUI METOZ, BXe 3aTBEepAKEHNIA) - 3MiHA Y
MeToAax BUNpobyBaHHA A®I, a came BUTyYEHHSI METOAY
BMNpobyBaHHA (igeHTudikauito A®I, BIY —
CneKkTpodoTOMETPIT), L0 € a/IbTEPHATVBHUM METOAOM A0
nonoxeHb EP ansa Bupo6Hruka BASF SE, Germany. 3miHu
| Tvny - 3MiHK 3 akocTi. APl KoHTponb ADI (iHLi 3MiHK)
BHECEHHS NePBMHHOTO CTaHAapTHOro 3paska bpuTaHcbKoi
dapmakonei ibynpoceHy ( BPCRS), o noctavyaeTbesa
BMpo6HUKoM Al BASF SE, Germany, sk
anbTepHaTuBHOro 3paskam ®apmakonei CLUA ( USP),
€Bponeiicbkoi Papmakonei (EPCRS). 3MiHu | Tuny - 3MiHK
3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOro
nikapcbkoro 3acoby. 3mMiHa napameTpiB cneuudikawii
Ta/abo fonyCTUMUX MEX rOTOBOrO MikapCbKoro 3acoby
(BUNy4YEHHA HE3HAYHOrO NoKasHuka (Hanpuknag
3acTapifioro NnokasHvka, Takoro sk 3anax Ta cMak, abo
iaeHTMdiKaLisa 6apBHUKIB UM CMakKoBUX [,06aBOK)) -
BUYYEHHS 3i cneuudikaLii roTOBOro Nikapcbkoro 3acoby
n. «lgeHTUdikauis TTaHy giokcuay». KOHTposnb 3a JaHum
NMOKa3HMKOM NPOBOAMBCS NMLLE Ha BUMNYCK cepii 1 pa3 Ha
pik. BBeAeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - AOMIHICTPaTMBHI 3MiHU.
3MiHa HaliMeHyBaHHs1 Ta/abo afpecu MicLs NPoBaKeHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro NikapCbKoro
3ac00y, BKIOYAKUN [iNTbHUL BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIKO AKOCTI. (AiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
cepiii) - 3MiHa agpecu BupobHuka M3 AgsaHc ®apma
M6X , HimeuunHa, 6e3 3mMiHW MicLa BUPOGHMLTBA Ta
BMUNPaB/IEHHSI TEXHIYHOI noMunku B Pl B agpeci
BMpo6HuKka BEPNTIIH-XEMI Al', HimeuunHa (BUPOGHWK, LLIO
BMKOHYE BMPOBHMLTBO npenapaTy "in bulk" Ta KOHTponb
cepii). BBegeHHS 3MiH NpoTArom 6-Tm MicsLiB nicns
3aTBEPAKEHHS.
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137. | IMYHIH NOpPOLLIOK Ta Bakctep Al ABCTpis BakcTep All, ABCTpist AscTpisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 3a UA/17230/01/01
PO3UUHHWK AN (BMPOGHNLTBO HimeuunHa - 3aMiHa aueTar uenono3Hux nnisok (CAE) Ha arapo3sHuii peyenmom
PO34mnHy Ans Hepo3dacoBaHoro renb (AGE) npu enektpochopeTMyHOMy BU3HAYEHHI
iH'ekLilt abo NpoAyKTY, NepBUHHE 6inkoBoro cknagy Antithrombin Ill, 6e3 3miHW KpuTepiiB
iHdpysii, no 600 Ta BTOPVHHE NPUAHATHOCTI. PefakuiiHi 3miHn y po3gini 3.2.S.2.3.
MO, 1 chnakoH 3 nakyBaHHs 13, TepMmiH BBEA,EHHS 3MiH - NPOTAroM 6 MicAuiB nicns
nopotukom rno 600 BTOpPVHHE 3aTBEPAXKEHHA
MO y komnnekTi 3 nakyBaHHsA
1 dpnakoHom 3 PO3UMHHNIKa,
PO3UYNHHVKOM KOHTPO/b AKOCTI
(Boga ans iH'ekuin 'N3); bakctep AT,
5 mn) Ta Habopom ABCTpisl (KOHTPOSb
0151 PO3UYNHEHHS aKkocTi [N3);
Ta BBefeHHsA (1 Bakctep Al', ABCTpis
ronka gns (nepBuHHe Ta
nepeHeceHHs, 1 BTOPVHHE
aepaujiniHa roska, nakyBaHHs,
1 ronka-cinbTp, 1 KOHTPO/Ib SIKOCTI,
ofiHopa3oBa Bunyck cepii M3,
ronka, 1 nakyBaHHs Ta
0fHOPa30Buii BUMYyCK cepil
wnpuy, (5 mn), 1 PO3YMHHVKKA);
cuctema s 3irdpig XamenbH
iHdpys3iin) y kopobui v6X, HimeyunHa
(BUPOBHMLTBO,
nepBuHHE
nakyBaHHSA Ta
KOHTPO/b AKOCTI
PO3YMHHVMKA)
138. | IMYHIH NOpPOLLIOK Ta Bakctep Al ABCTpIf BakcTep All, ABCTpis AscTpisi/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/17230/01/02
PO3YMHHVK AN (BUPOBHMLTBO HimeyunHa - 3aMiHa aueTar Lentno3Hux nnisok (CAE) Ha arapo3Huii peuenmom
pPO34mMHy ans Hepo3chacoBaHOro renb (AGE) npu enektpothopeTuyHOMy BU3HAYEHHI
iH'ekuit abo NpoAayKTy, NEepBUHHE 6inkoBoro cknagy Antithrombin Ill, 6e3 3miHy KpuTepiiB

iHdpy3ii, no 1200
MO, 1 chnakoH 3
MOPOLLKOM MO
1200 MOy
KOMMIekTi 3 1
hN1akoHOM 3
PO3UYNHHVIKOM
(Boga Ans iH'ekuin
10wmn)Ta
Habopom ans
PO3YMHEHHS Ta
BBefeHHs (1 ronka
[ONSA NepeHeceHHs,
1 aepaujiHa

Ta BTOPVHHE
nakysaHHs /13,
BTOPVIHHE
nakyBaHHs
PO3UMHHYIKA,
KOHTPO/Tb AKOCTI
'N3); bakctep Al,
ABcTpisl (KOHTPOSIb
aKkocTi [N3);
BakcTep All, ABCTpist
(nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,

NpUAHATHOCTI. PefakuiiiHi 3miHn y po3gini 3.2.S.2.3.
TepMmiH BBEAEHHS 3MiH - NpoTArom 6 micauis nicns
3aTBEPAKEHHS
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ronka, 1 ronka- Bunyck cepii M3,
inbTp, 1 nakyBaHHs Ta
ofiHopa3oBa BUMYyCK cepil
ronka, 1 PO34MHHVIKA);
0iHOPa30Buii 3irdpig XamenbH
wnpuy, (10 mn ), 1 v6X, HimeyunHa
cuctema ans (BUPOBHMLTBO,
iHdy3iin) y KopobL; nepBuUHHE
nakyBaHHSA Ta
KOHTPO/b AKOCTI
PO3YMHHVMKA)
139. | IHCMNPA® TabneTkn, BKpUTI MNOAN3EP CLWA Mdpaiizep cuA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/3752/01/02
NiBKOBOO IHK. dapmactoTikans dpaHuisa - OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKM NiKkapCbKoro peyenmom
060/10HKOI0, No 50 NnNnc, CWA 3ac06y 3 BHECEHHAM iHthopMal,ii LWoA0 3a3HaYEHHS
mr; no 10 (BMpPOGHMLTBO OAVHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHs 3MiH
Tabnetok y npenaparty "in bulk", NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS
6nicTepi; no 3 Ta KOHTPO/Ib AKOCTI);
6nictepu B dapeBa Ambyas,
KapTOHHI KopooLyi ®paHuisa (Bunyck
cepii, NaKyBaHHs,
MapKyBaHHs,
KOHTPO/b SIKOCTi Npu
BMNYCKY)
140. | IHCNPA® TabneTkn, BKpUTI MOAN3EP CWA Mdpaiizep CuA/ BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/3752/01/01
nniBKOBOO IHK. dapmactoTikan3 ®paHuisa - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNaKoBKY JliKapCbKOro peyenmom
060/10HKO10, Mo 25 NINC, CWA 3aco6y 3 BHECEHHsM iHhopMaLii LWoA0 3a3HauYeHHs
mr; no 10 (BMpPOGHMLTBO OAVHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBegeHHs 3MiH
Tabnetok y npenapary "in bulk", NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPAKEHHS
6nicTepi; no 3 Ta KOHTPO/1b SIKOCTI);
6nictepu B dapeBa Ambyas,
KapTOHHI Kopo6Lyi PpaHuisa (Bunyck
cepii, NaKyBaHHs,
MapKyBaHHS,
KOHTPO/b AKOCTi Npu
BUMYCKY)
141. | NOAGOMAPWH® | Ta6neTku no 100 BEPNIH-XEMI HimeuuunH BEPNIH-XEMI AT, HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/0156/01/01
100 Mkr, no 50 a6o no Al a HimeuunHa - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM JliKapCbKOro peyenma

100 TabneTok y
chnakoHi, no 1
NaKoHy B
KapTOHHI Kopo6Li

(BMPOGHMLTBO "in
bulk", kKOHTpO/b
cepiit); BEPNIH-
XEMI AT,
HimeuunHa
(KOHTpO/Ib Ta BUNYCK
cepiii); MeHapiHi-
®oH XeiigeH M'vbX,
HimeuunHa
(BMPOGHMLTBO "in

3aco6y 3 BHECEHHSAM iHthopMaL,ii LLoA0 3a3HaYEeHHS
OAMHULb BUMIPIOBAHHSA Y cucteMi Sl. BHeceHHs 3MiH 10
MKSA N13 a came: po3ain «padpivHe odhopmaeHHs
yNakoBOK» 3aMiHEHO PO37i1oM «MapKyBaHHSA».
3anponoHoBaHo: 3riiHO 3aTBEPAXKEHOro TEKCTY
MapKyBaHHs. BBefieHHsA 3MiH NpoTArom 6-Tu micsuis nicns
3aTBEPAKEHHSA
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bulk", nakyBaHHA Ta
KOHTPO/b cepii)
142. | NOAGOMAPUH® | Ta6netku no 200 BEPNIH-XEMI HimeyuunH BEPNIH-XEMI AT, HimeyunHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy bes UA/0156/01/02
200 MKr, no 10 Al a HimeuyunHa - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peyenma
Tabnetok y (BMPOGHMLTBO "in 3ac06y 3 BHECEHHAM iHthopMalii LWoA0 3a3HaYeHHS
6nicTepi 3 bulk", kKOHTpO/b OAMH1Lb BUMIPIOBAHHSA Y cucteMi Sl. BHeceHHs 3MiH 40
namiHoBaHol cepiii); BEP/IIH- MKSA N13 a came: po3ain «padivHe odhopmneHHs
anomiHieBoi XEMI AT, yMakoBKM» 3aMiHEHO PO3A4iNoM «MapKyBaHHS.
hosnbrn Ta HimeuyunHa 3anponoHoBaHo: 3rigHO 3aTBEPKEHOro TEKCTY
XOPCTKOI (nakyBaHHs, MapKyBaHHS. BBeieHHS 3MiH NPOTAroM 6-TW MicALiB nicns
anomiHieBoi KOHTPO/b Ta BUMYCK 3aTBepKEHHS
onbru; no 5 cepiii); MeHapiHi-
6nictepiB y ®oH XeiigeH MvbX,
KapTOHHif HimeuunHa
Kopob6ui; no 25 (BMPOGHMLTBO "in
Tabnetok y bulk", nakyBaHHA Ta
6nicTepi 3 KOHTPO/b cepiif)
XOPCTKOT
noniBiHINXNopuaH
oi NNiBkM Ta
XOPCTKOT
anomiHiesol
donbru, no 2
6nictepu B
KapTOHHII Kopo6Lii
143. | KAOQYET 10/10 TabneTkn, BKPUTI NOANIEP CLWA Mdcpaiizep HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/5635/01/01
NNiBKOBOKO IHK. MeHtodhekyypuHr - 3MiHa Ha3BW BUpOGHMKa AD| (ATopBacTaTuHy KasbLito) peuyenmom
060/10HKO0, Mo 10 [Loiiuneng Mi6X po3TalloBaHoro Ha finbHu, Little Island 3 Pfizer Ireland
mr/10 mr no 10 Pharmaceuticals, Ireland Ha Upjohn Manufacturing Ireland
Tabnetok y Unlimited Company, Ireland Ta yTo4HeHHs agpecu
6nicTepi; no 3 BUPOGHMYUMX AiNbHULL Ana APl (ATopBacTaTuHy KasibLito),
6nictepn B 6€3 3MiHN Micusl BUpobHMLTBA
KapPTOHHI Kopobui
144. | KAAYET 5/10 TabneTku, BKpUTI MNOANIEP CLWA Mdpaiizep HimeuunHa | BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHW | TUNY 3a UA/5635/01/02
nAiBKOBOIO IHK. MeHtochekuypuHr - 3MiHa Ha3Bu BMPOG6HMKa AP| (ATopBacTaTuHy KasbLiito), peyenmom
060/10HKO10, 10 5 [oiuneng MmoX po3TaloBaHoro Ha AinbHuui Little Island 3 Pfizer Ireland
mr/10 mr no 10 Pharmaceuticals, Ireland Ha Upjohn Manufacturing Ireland
Tabnetok y Unlimited Company, Ireland Ta yTo4HeHHs agpecu
6nicTepi; no 3 BMPOGHMYMX AiNbHULL Ana A®I (ATopBacTaTuHy KasbLito),
6nictepu B 6e3 3MiHN MicLA BUPOGHMLTBA
KapTOHHI Kopo6Li
145. | KANbLUIO NOPOLLIOK TOB "TK YkpaiHa Ckopa C.A. PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy - UA/11128/01/01
KAPBOHAT (cybeTaHuis) y "Apopa” - npuBeAeHHs iHdopmauii y po3gini «MapkysaHHs» MKA
(CKOPANAWT) nonieTuIeHoBKX Ha Kanbujto kapboHaT (CKopanaiiT) NopoLLoK (Cy6cTaHLis),

Millkax ons
dhapmaLeBTMYHOT

BUPO6HUK «CKOPA C.A.», ®paHuisa y BiANOBIAHICTb J0
rpadpiyHOro 306paXkeHHs eTUKETKU, a cCaMe 3a3HayYeHHst
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0 3aCTOCYyBaHHSA HasiBHOCTI Ha eTUKeTL, 3apeecTpPoBaHOro 3HaKy A1
ToBapiB Ta nocnyr «advapharm»
146. | KAHCUOA3® niodpinizat ans Mepk Wapn i LLiBeiuapi Na6opaTtopii Mepk HigepnaHay | BHECEHHSsI 3MiH 40 peecTpaviiiHux MaTepiasiB: 3MiHu | Tuny 3a UA/2841/01/01
pPO34mMHy ang Joym IAEA A LWapn i Joym - 3MiHM BUNPO6yBaHb ab0 A0NYCTUMUX MEX, peyernmom
iHdy3ini no 50 wr; 6X LLin6pe, ®paHuis (3a BCTAHOB/IEHUX Y cneyucpikauisix, nig yac BMpobHULTBa
1 dpnakoH y MOBHUM LVIK/TOM); roTOBOrO /liKapCbKoro 3acoby (fofaBaHHs HOBOTO MeToAy
KapTOHHI KopooLli Mepk Wapn i Joym BMNPOGYBaHHS Ta A0NYCTUMUX MEX)
B.B., HigepnaHnam
(BTOpUHHA
ynakoBka, A03BiN Ha
BWMYCK cepii)
147. | KAHCUOA3® niodpinizat ans Mepk Wapn i LLiBeiiuapi Na6opaTtopii Mepk HigepnaHay | BHeECEHHsi 3MiH 40 peecTpauiiiHux MaTepiasiB: 3MiHu | Tuny 3a UA/2841/01/02
po3unHy ana Ooywm IAEA a LWapn i floym - 3MiHM BUNpo6yBaHbL abo AONYyCTUMUX MEX, peyenmom
iHdpy3ini no 70 wr; 6X LLin6pe, ®paHuis (3a BCTAHOB/IEHUX Y cneyudpikauisix, nig yac BMpo6HULTBA
1 dpnakoH y MOBHUM LVIK/TOM); roTOBOrO /liKapCbKoro 3acoby (fofaBaHHs HOBOTO MeToAy
KapTOHHI Kopo6bLyi Mepk Wapn i Joym BUNPOGYBaHHA Ta AOMYCTUMUX MEX)
B.B., Higepnanan
(BTOpPUHHA
ynakoBka, f,03Bif1 Ha
BMNYCK cepii)
148. | KANOTIA3NA® | Tabnetku; no 10 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/5474/01/01
Tabnetok y "Kvismegnpen "Kuismepgnpenapar" - 3MiHV [0 IHCTPYKUIT AN MeAMYHOro 3aCTOCYBaHHSA peyenmom
6nicTepi; no 2 apat" nikapcbKoro 3acoby y po3ginu "dapmMakooriyHi
6nicTepy y nauui BnactusocTi", "OcobnmBocTi 3acTocyBaHHA", "Mo6IYHi
peakuii" BiANoBIgHO A0 OHOBMEHOI iHthopMaL,i 3 6e3nekn
Lit0Y0T pevOBUHN
149. | KAPAOCAN® TabneTku, BKPUTI MeHapiHi Nokcemby BEPNIH-XEMI AT, HimeuumHa/ | BHECEHHs 3MiH [0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 3a UA/3433/01/01
10 MI NNiBKOBOKO IHTEepHeLLoHan pr HimeuyunHa IcnaHis - nogaHHA oHosneHoro CEP RO-CEP 2012-398-Rev 04 peyernmom
060/10HKOI0, No 10 OnepeiiwoHc (nepBuHHE Ta ans giroyoi peyoBrHy olmesartan medoxomil Big BXe
mr; no 14 TMokcembypr BTOpPVHHE 3aTBepaxeHoro Bupo6Huka DAIICHI SANKYO CHEMICAL
Tabnetok y C.A. nakyBaHHs, PHARMA CO., LTD., Japan. I3 nepernsgom sepcii CEP

6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI Kopo6Lyi

KOHTPO/b Ta BUMYCK
cepii); Aaivi CaHkio
tOpoyn M'm6X,
HimeyunHa
(BUPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii);
Na6opaTtopioc
MeHapini C.A.,
Icnanis (NepBuHHE
Ta BTOpPWHHE

OAVH i3 3aTBEPAKEHNX BUPOOHMYMX cainTiB - Daiichi
Sankyo Chemical Pharma Co. Ltd., Onahama Plant —
BUJIy4Ya€ETbCA
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
naxyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii)
150. | KAPAOCA/N® TabneTku, BKPUTI MeHapiHi TNokcemby BEPNIH-XEMI AT, HimeuumHa/ | BHECEHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 3a UA/3433/01/02
20 MI’ nNiBKOBOKO IHTepHeLLoHan pr HimeuyunHa Icnanis - nogaHHA oHosneHoro CEP RO-CEP 2012-398-Rev 04 peyernmom
060/10HKOI0, N0 20 OnepeiiwoHc (nepBuHHe Ta 0N Aitoyoi peyoBrHU olmesartan medoxomil Big Bxe
mr; no 14 Mokcembypr BTOpPUHHE 3aTBepaxeHoro Bupo6Huka DAIICHI SANKYO CHEMICAL
Tabnetok y C.A. nakyBaHHs, PHARMA CO., LTD., Japan. I3 nepernsgom sepcii CEP
6nicTepi; no 1 abo KOHTPO/b Ta BUMYCK OAVH i3 3aTBEPAKEHNX BUPOOHMYUMX cainTiB - Daiichi
no 2 6nictepu B cepii); Aaivi CaHkio Sankyo Chemical Pharma Co. Ltd., Onahama Plant —
KapTOHHI Kopo6Lyi tOpoyn 'm6X, BU/TyYa€ETbCA
HimeuunHa
(BUMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
naxkyBaHHs,
KOHTPO/b Ta BUMYCK
cepii);
Na6opaTtopioc
MeHapini C.A.,
IcnaHis (nepBUHHE
Ta BTOpPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)
151. | KAPAOCA/N® TabneTkn, BKPUTI MeHapiHi Jtokcemby BEP/NIH-XEMI AT, HimeuyunHa/ | BHeCeHHs 3MiH 4O peecTpayiiHux martepianis: 3miHu | Tuny 3a UA/3433/01/03
40 MI NNiBKOBOKO IHTEepHeLLoHan pr HimeuyunHa IcnaHis - nofaHHAa oHosneHoro CEP RO-CEP 2012-398-Rev 04 peyenmom
060/10HKOI0, N0 40 OnepenwoHc (nepBuHHe Ta Ana gitoyoi peyosrHy olmesartan medoxomil Big BXe
mr; no 14 Jlokcembypr BTOPVHHE 3aTBepmKeHoro Bupo6Hmka DAIICHI SANKYO CHEMICAL
Tabnetok y C.A. nakyBaHHs, PHARMA CO., LTD., Japan. 13 nepernsgom sepcii CEP

6nictepi; no 1 a6o
no 2 6nictepu B
KapTOHHI Kopo6Lyi

KOHTPO/b Ta BUMYCK
cepii); Aaiui CaHkio
tOpoyn 'm6X,
HimeuunHa
(BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii);
Na6opaTtopioc
MeHapiHni C.A.,
Icnanisa (nepBuHHe
Ta BTOpPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii)

OAVH i3 3aTBEPAKEHNX BUPOBHNYMX caifTiB - Daiichi
Sankyo Chemical Pharma Co. Ltd., Onahama Plant —
BU/yYa€eTbCs
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
152. | KACOJEKC TabneTku, BKPUTI ACTPA3EHEK Benuka AcTtpa3eHeka HOK Benvka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 3a UA/0185/01/01
nAiBKOBOIO A OK Nimiteq BputaHis Nimitea, Benuka BpuTaHis/ - 3aTBEPKEHHA a/IbTEPHATUBHOIO TEKCTY MapKyBaHHs peyenmom
060/10HKOI0, N0 50 BputaHis HimeuunHa yMakoBKM MiKapCbKOro 3acoby i3 3a3Ha4YeHHAM
mr, no 14 (BUPOBHUK, MiDKHapOAHMX NO3HAaYeHb OAMHULb BUMIPHOBAHHS.
Tabnetok y BiANOBIAa/IbHUIA 3a BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
6nicTepi; no 2 nepBuUHHE Ta 3aTBEPMKEHHS
6nictepn y BTOPUHHE
KapTOHHI KOpOOL;j nakyBaHHS, BUMYCK
cepil); KopaeH
$apma N'vbX,
HimeuunHa
(BUPOGHNK,
BiANoBiganbHUii 3a
BMPOGHMLTBO "in
bulk", koHTpoNb
SKOCTI)
153. | KACOAEKC TabneTkn, BKPUTI ACTPA3EHEK Benuka AcTpa3eHeka HOK Benuka BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/0185/01/02
NNiBKOBOKO A HOK JNlimiTeq BpuTaHis NimiTen, Benvika BpuTanis/ - 3aTBEPKEHHA a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS peyenmom
060/10HKOH0, MO BpuTaHis HimeyunHa yNakoBKM NiKapCbKoro 3acoby i3 3a3HaYeHHAM
150 wmr, no 14 (BUPOGHUK, MDKHaPOAHUX MNO3Ha4YeHb OANHULLb BUMIPHOBAHHS.
Tabnetoky BignoBiganbHWA 3a BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
6nictepi; no 2 nepBrHHe Ta 3aTBEPAKEHHS
6nictepn y BTOPUHHE
KapTOHHI KopobLyi nakyBaHHs, BUMYCK
cepii); KopaeH
dapma N'vbX,
HimeuunHa
(BUPOBGHUK,
BiANoBigabHUIA 3a
BMPOGHMLTBO "in
bulk", kKOHTpOb
AKOCTI)
154. | KBETUKCON TabneTkn, BKpUTI 3AT JnToBCbka AkTasic /11a. ManbTta BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/13882/01/01
nNiBKOBOKO "®apmnira” Pecny6nik - OHOBJ/IEHHSA TEKCTY MapKyBaHHS YNakoBKW iKapCbKOro peyenmom
060/10HKO10, Mo 25 a 3aco6y 3 BHECEHHsM iHhopMaLii LWoA0 3a3HauYeHHs
mr, no 10 OAVHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBegeHHs 3MiH
Tabnetok y NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPAKEHHS
6nictepi, no 3
6nictepu y
KapPTOHHI nayui
155. | KBETUKCON TabneTkn, BKpUTI 3AT JinToBCbka AxTasic /ITq. ManbTa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | TUny 3a UA/13882/01/02
nniBKOBOKO "®apmnira” Pecny6nik - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKY iKapCbKOro peyenmom
060/10HKOI0, N0 a 3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HaYEHHS
100 wr, no 10 O4VHULb BMMIpOBaHHSA y cuctemi Sl. BBegeHHsA 3MiH
Tabnetok y NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS

6nictepi, no 3
6nictepn y
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
KapTOHHIN nayui
156. | KBETUKCON TabneTkn, BKPUTI 3AT JInToBCbka AkTasic J/1Ta. ManbTa BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/13882/01/03
NNiBKOBOKO "®apmnira” Pecny6nik - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peyernmom
060/10HKOH0, MO a 3aco6y 3 BHECEeHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
200 wmr, no 10 OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHsA 3MiH
Tabnetoky NPOTArom 6-Tv MiCALiB MiCNs 3aTBEPIKEHHS
6nictepi, no 3
6nictepn y
KapPTOHHIN nayuj
157. | KETOHAN® ren 2,5%no50r CaHpo3 CnoBeHis Cantotac ®apma HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny 3a UA/8325/05/01
y Ty6i, no 1 Ty6i B dapmacbtoTika 'm6X, HimeuyunHa - BHECEHHS1 HE3HAUYHMX 3MiH [0 3aTBEPAKEHOT aHaNITUYHOT peyenmom
KapTOHHi KopooLyi n3 a.a. (BMPO6GHMLTBO 32 npoLeaypu — KinbkicHe BU3HayYeHHst eTaHony y M3, a
MOBHWUM LMK/IOM); came 3aMiHa 3BMYaiHoi MipHOT Konbu Ha Konby
Cantotac dapma EpneHmeepa (KOHiYHY KO/6Y); BUNpPaBieHHsA (opmMy n
M6X, HimeuunHa po3paxyHKy A1 L€l aHaniTUYHOT npoueaypu
(koHTpOsb cepii)
158. | K/JIABEN® 500 TabneTku, BKPUTI HOBE/ INAY TypeyunH HOBE/ INAY TypeyunHa BHECEHHS 3MiH [JO peecTpavjiiiHuXx maTepianis: 3MiHu | TUNYy 3a UA/7034/01/01
060/10HKOI0, NO CAHAI BE a CAHAI BE - 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta chapmakoHarnagy. peyenmom
500 mr, no 7 TIOXAPET TIIKAPET A.LL. BBeneHHs1 abo 3MiHU [0 y3arasibHEHUX JaHWX Npo
Tabnetok y A.LL. cucTemy hapmakoHarnsgy (BBefieHHs y3arasibHEHNX
6nicTepi, no 2 OaHnx npo cuctemy chapmakoHarnsgy, amMiHa
6nictepu y YMNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3@ 34iiCHEHHS
KapPTOHHii hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
ynaKkoBLi 3a8BHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHSA hapmakoHarnsgy
(BKIOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHM y pO3MiLLieHHi
MacTep-alina cuctemy hapMakoHarnisay) - 3MiHa
YNOBHOBAXXEHOT 0CO6U 3as1BHMKA, BifnoBigasibHOI 3a
hapmakoHarnag,.
MponoHoBaHa pepakuis: R. Ayse Cetin. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOi 0cobw, BiANOBiAa/IbHOI 3a
hapmakoHarnsg,.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT 0COOYM 3asiBHMKA,
BiANOBiAa/bHOI 3a thapmakoHarnsag B YkpaiHi.
MponoHoBaHa pepgakuis: Stefanska Olga. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a hapmakoHarnsag, B
YkpaiHi. 3MiHa Micus 34iiCHEHHA OCHOBHOI AisiIbHOCTI 3
thapmMakoHarnagy. 3miHa MicLue3HaxoKeHHs MmacTep-
thaiina
159. | KNAPUTUH® cupon, 1 mr/mn, no Baiiep LLiBefuapi LWepiHr-Nnay /1a6o Benebris BHECEHHS 3MiH 0 peecTpavljiiiHuX maTepianis: 3MiHu | TUNy 6e3 UA/2171/02/01
60 mn a6o no 120 KoHcbomep A H.B. - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsA" MKA N13: peyenma
My h/1aKoHi; no Kep Al 3anponoHoBaHo: MapkyBaHHS. 3riAHO 3aTBEPAKEHOro

1 chnakoHy 3
MiPHOI JTIOXKOH Y

TEKCTYy MapKyBaHHA. OHOBEHHSI TEKCTY MapKyBaHHS
YNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHpopmaii
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Ne

Hassa

dopma sunycky

3asBHUK

o KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
KapTOHHI Kopo6Lyi LI0A0 3a3HaYeHHs OAMHULL BUMIPIOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6 micslis nicns saTBepkeHHs
160. | KNIEKCAH® 300 | po3uuH ans TOB "CaHoi- YkpaiHa CaHodpi-ABeHTiC HimeuumHa/ | BHeCEHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 3a UA/10143/01/01
iH’ekuiii no 10 000 ABeHTIC Loiunang rmoéX, IcnaHis - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA N13. peyenmom
aHTn-Xa MO/mn YkpaiHa" HimeuyunHa; PAMAP 3anponoHoBaHo: MapkyBaHHS. BignoBigHo Ao
Ne 1 (nol XEJIC KEP 3aTBEPKEHOr0 TeKCTY MapKyBaHHS. OHOBIEHHS TEKCTY
6araTo1030BOMY CEPBICEC MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHAM
dhnakoHy no 3 mn MAOPUA, C.AY., iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS Y
B KapTOHHii IcnaHis cuctemi Sl. BBeieHHA 3MiH NpPOTArom 6-Tu MicsiLiB nicns
KopoobLi) 3aTBEPAKEHHS
161. | KNOTPUMA3O TabneTtkn nakcoCmitKn Benvka [nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/2564/01/01
n BariHanbHi no 100 AnH EkcnopT BpuTaHis dapmacboTrKan3 - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKY JiKapCbKOro peyenma
Mmr; no 6 TabneTok Nimiten C.A. 3ac06y 3 BHECEHHAM iHthopMalii LLoA0 3a3HAaYEHHS
y 6nicTepi; no 1 OAMHMLb BUMIPIOBaHHS y cuctemi Sl. BHeceHHs 3MiH 4o
6nictepy B po3ainy «MapkyBaHHsA» MKS /13: 3anponoHoBaHo:
KapTOHHiiA MapkyBaHHs 3rifjHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
ynakoBLj BBegeHHS 3MiH NpOTAroM 6-Tu MicALiB nic/is
3aTBEPAKEHHS
162. | KNOTPUMA30 Kkpem 1 %; no 20 r nakcoCmitKn Benuka nakcoCmiTKnAiiH Monbwa BHECEHHS 3MiH [JO peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/2564/02/01
n y Ty6i; mo 1 1y6i B anH Exkcnopt BputaHis dapmacboTVKan3 - 3MiHK 3 AKocTi. ADI. KoHTponb AdI. 3miHa y meTogax peyenma
KapTOHHI KopooLli NimiTen C.A. BuNpobyBaHHA A®l abo BMXigHOrO MaTepiany/npomMiKHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BKtOYatoum 3aMiHy abo fonoBHeHHs) APl abo
BWXi4HOrO/MPOMIXHOIo NPOAYKTY) - 3MIHW aHaNiTUYHOI
METOAMKM 38 NOKA3HMKOM «BU3HAYEHHS 3aMLLKOBUX
PO3UMHHYKIB» B MeToAax KOHTposito AD| BUpobHUKa
Corden Pharma Bergamo S.p.A., Itanis (ymosu
XpomaTorpadyBaHHs, po3paxyHKoBi oopmynu,
npo6oniaroToska); 3miHu Il Tuny - 3MiHK 3 AKocTi. AdI.
(iHWi 3MiHKW) - nogaHo oHoBNeHuli ASMF Ha gitouy
PeyvoBUHY KIOTpUMa3ony Bif BupobHuka Corden Pharma
Bergamo S.p.A., ITanis; 3anponoHosaHo: version CTD
DMF issued in year 2016
163. | KNNO®ENIH IC Tabnetkn, no 0,15 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavljiiiHuX maTepianis: 3MiHu | TUNy 3a UA/16533/01/02
Mr no 10 Tabnetok [04aTKOBOO [08aTKOBOO - 3MiHW BHECEHI B TEKCT MapKyBaHHSA NEPBUHHOI Ta peyernmom
y 6nictepi; no 3 BiANOBIAA/TbHI BiANOBIA&BLHICTIO BTOPUHHOI YNakoBKM NikapCbKoro 3acoby woao
abo 5 6nicTepiB y CTiO "IHTEPXIM" 3a3HaYeHHs MiXXHapOAHWX NO3HaYeHb OANHULb
nauuj "IHTEPXIM" BMMIpPIOBaHHSA. BBEEHHS 3MiH NPOTAroM 6-Tu MicsuiB
nicns 3aTBepmkeHHs
164. | KNO®ENIH IC Tabnetku, no 0,3 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/16533/01/03

Mr no 10 TabneTok

[l0A1aTKOBOO

[l01aTKOBOKO

- 3MiHV BHECEHi B TEKCT MapKyBaHHS NepBUHHOI Ta

peyenmom
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
y 6nictepi; no 3 BignoBigasbHi BiANOBIA&/ILHICTIO BTOPWHHOI YNakoBKM NiKapCbKOro 3acoby Lwoao
6nictepu y nauui cTHO "IHTEPXIM" 3a3HauYeHHSA MiXKHapOAHWX NO3HaYeHb OAMHULb
"IHTEPXIM" BVIMIipIOBaHHS. BBeAEHHS 3MiH NpoTArom 6-Tu MicauiB
nicns 3aTBepaKeHHs
165. | KNNIO®ENIH IC Tabnetkn, no 0,1 ToBapucTso 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/16533/01/01
Mr no 10 Tabnetok [04aTKOBO [08aTKOBOIO - 3MiHW BHECEHI B TEKCT MapKyBaHHSA NepPBUHHOI Ta peyernmom
y 6nictepi; no 3 BignoBigasIbHI BiANOBIA&/IbHICTIO BTOPWHHOI YNakoBKM NikapCbKOro 3acoby oo
6nictepy y nauui CTIO "IHTEPXIM" 3a3HauYeHHs MiXXHapOAHWX NO3HaYeHb OAUHULb
"IHTEPXIM" BVMIpIOBaHHSA. BBeEHHS 3MiH NPOTAroM 6-Tn micsAuis
nicns 3aTBepaKeHHs
166. | KOMBIrPUM NOPOLLOK A/15 OpraHocuH IHgis EBepTogxeH Nlandg IHais BHECEHHS 3MiH 4,0 peecTpavLiiHnx martepianis: 3miHu | Tuny 6e3 UA/11504/01/01
XOT CIn® opasibHOro Naiidp CaeHcu3 Jlimiteq - 3MiHV Y BUPOBGHUYOMY NpOLEeCi FOTOBOrO NiKapCbKOro peyenma
PO34mMHy 3 CaeHcm3 IMB.T. 3acoby Ha cTagiii: - BucyLlyBaHHs "Drying"; - NpocitoBaHHs
Ma/IMHOBMM nra. "Sifting"; - 3miwyBaHHA "Mixing"; - nepemillyBaHHs
CMakoM no 5r "Blending"
MOPOLLIKY B calle;
no 10 cawe B
KapPTOHHI Kopobui
167. | KOMBIrPUN NOPOLLIOK NS OpraHocvH IHAjs EBepTomkeH Naid IHAis BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHW | TUNY 6e3 UA/11503/01/01
XOT CINn® opasibHOro Naind CaeHcua fliviteq, - 3MiHM Y BUPOBHUYOMY MPOLECi FOTOBOTO /iKapCbKOro peyenma
pPO34mMHy 3 CaeHcm3 IM.T. 3acoby Ha cTagiii: - BucyLlyBaHHs "Drying"; - npocitoBaHHs
JINMOHHUM nra. "Sifting"; - 3miwyBaHHA "Mixing"; - nepemMiwyBaHHs
cMakom no 5r "Blending"
MOPOLLKY B Calle;
no 10 cawe B
KapPTOHHI Kopobui
168. | KOMBIHU® Kpansni O4Hi/BYLLHI, CEHTICC IHais CEHTICC ®APMA IHais BHECEHHS 3MiH [10 peecTpaLiliHiX MmaTepianiB: TEXHIYHA 3a UA/11313/01/01
Ayo nosmny PAPMATBT. NnBT. NTA. noMWsIKa — BUNpaBAeHHs TeXHIYHOT nomunkn y MKA M3, peyenmom
nonieTuIeHoBOMYy nTa. sika byna gonyuieHa npu nepepeectpavii MN13 (Haka3 Ne
hnakoHi- 31 Bifg 21.01.2016 p.) Ha TUTYNbHIA cTopiHLI MKA /13 npu
KpanenbHuui 3 onuci nakyeaHHA /13, a came He y3rofpkeHe HanvcaHHs
KPYLLIKOHO- onuncy nakysaHHA J13 B iHCTPYKLUT 418 MeAnYHOro
ckapudikaTopom; 3aCToCyBaHHs1, peecTpaviliHomy nocigueHHi Ta MKA MN3.
no 1 dpnakoHy- 3a3HayeHe BMMNpaB/IeHHA BignoBigae marepianam
KpanenbHuLi B peecTpauiiHoro Jocke
KapTOHHIN naui;
nos5mny
nonieTuNeHoBoMy
hnakoHi 3
npo6Koto-
KpanesnbHULEeH i
KpuLLKoto; no 1
dnakoHy B
KapPTOHHIN nayuyj
169. | KOHTPUBEH pPO34MH Ans TOB "$3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHMX MaTepianis: 3MiHu | TUNYy 3a UA/10355/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
iH'ekuili, 10 000 "BIODPAPMA" "BIO®APMA" - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuenmom
KIO/mn; no 1 mn B BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
amnyni; no 5 cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHnX
amnyn y énictepi; [aHunx npo cuctemy hapmakoHarnagy, 3amiHa
no 2 6nictepu y YMOBHOBaXEHOT 0C06U, BiANOBIAaIbHOI 38 34iCHEHHS
nautli 3 KapToHy; dhapmakoHarnsgy; KOHTaKkTHOi 0cobm 3 hapmakoHarnagy
no 5 mn B amnyni; 3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
no 5 amnyny AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobM,
6nicTepi; no 1 BiANOBIAA/IbHOI 32 34iiCHEHHA dapmakoHarnsagy
6nictepy B navui 3 (BK/THOYAKOYMN KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
KapToHy; no 50 mn MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
y chnakoHax Ne 1 YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
pegakuisi — Mpycbkuii CTaHicnas Bonogmmuposuy. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
170. | KOMJIABIKC® TabneTku, BKpUTI TOB "CaHodi- Ykpaina CaHodi BiHTpon ®paHuisa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/11680/01/02
o6onoHkoto, 75 ABEHTIC IHaacTpia - 3MiHa BHOCUTbLCS B TEKCT MapKyBaHHSA BTOPUHHOT peyernmom
Mmr/75 mr Ne 28 YkpaiHa" yNakoBKK, po34in «IHwe». A Takox, AO4ATKOBO Y po34iNi
(7x4): no 7 «|HLLEe» TEKCTY MapKyBaHHA BTOPMHHOT YNakoBKu
Tabnetoky 3a3HavyaEeTbCs iHpopmaLia Woao nakyBaslbHUX KOAIB, LLO
6nictepi; no 4 HaHOCATLCS BUPOOHUKOM.
6nictepu B Pa3om 3 uym, BHOCATLCS 3MiHU [0 po34iny «MapKyBaHHS»
KapTOHHI Kopo6Lyi MKSA./13: 3anponoHoBaHo: MapkyBaHHS. BignosigHo Ao
3aTBEPAKEHOrO TEKCTY MapKyBaHHS. TepMiH BBEAEHHS
3MiH: NPOTArom 6-T1 MicALIB Nicia 3aTBEPKEHHS
171. | KO-PEHITEK® Tabnetku no 20 Mepk Wapn i LLiBeiiuapi Mepk Wapn i Joym HigepnaHay | BHeECEHHsi 3MiH 40 peecTpauiiiHuX MaTepiasiB: 3MiHu | Tuny 3a UA/4279/01/01
mr/12,5 wmr, no 14 Joywm IAEA A B.B., Higepnanau / Benuka - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA N13: peyenmom
Tabnetok y 6X (nepBuHHa Ta BpuTaHis 3anponoHoBaHo: Po3ain «MapkyBaHHs». 3rigHo
6nictepi; no 2 BTOPVIHHA YMaKoBKa, 3aTBEPAKEHOrO TEKCTY MapKyBaHHS. A TakoX 3MiHW
6nictepu B KOHTPO/Ib AKOCTI, BHECEHO B TEKCT MapKyBaHHS YNakoBKW /liKapCbKoro
KapTOHHI KOpooL;i [03BiN Ha BMMNYCK 3acoby. BBefeHHs 3MiH NpoTsArom 6 micsAuiB nicns
cepii); Mepk Wapn i 3aTBepPKEHHS
[Joym Nimites,
Benvika BpuTtaHis
(BMPOGHYK
Hepo3dgacoBaHO!
npoayKuir,
TECTYBaHHS)
172. | KOPOHAN® 10 TabneTku, BKPUTI TOB "CaHodi- YkpaiHa AT "CaHeka CnoBaubka | BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3MiHu | TUNYy 3a UA/3117/01/01
nAiBKOBOIO ABeHTIC dapmacbloTikans”, Pecny6nika/ - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenmom
060/10HKO0, Mo 10 YkpaiHa" CnoBaubka PymyHis 3acoby 3 BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHs
mr no 10 TabneTok Pecny6nika; C.C. OAVHWLb BUMIPIOBaHHS y cuctemi Sl. 3amiHa po3giny
y 6nictepi; no 3 "3enTtiBa C.A.", "MAPKYBAHHSA HA YMAKOBLUJ" Ha "MapkyBaHHS" B
abo no 6 6nictepis PymyHis 3aTBepaxeHomy MKHA N3.

Y KapTOHHiiA

3anponoHosaHo: MAPKYBAHHSA. BignosigHo go
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
Kopo6uj; no 15 3aTBEPAKEHOrO TEKCTY MapKyBaHHS. TepMiH BBEAEHHS
Tabnetok y 3MiH - NPOTArOM 6 MiCALIB MiCNA 3aTBEPMAKEHHS
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lii
173. | KOPOHAN® 5 TabneTkn, BKpUTI TOB "CaHoi- YkpaiHa AT "CaHeka CnoBaubka | BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3MiHu | TUNYy 3a UA/3117/01/02
nNiBKOBOKO ABeHTIC dapmacbioTikans", Pecny6nika/ - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW liKapCbKOro peuenmom
060/10HKOI0, N0 5 YkpaiHa" CnoBaubka PymyHis 3ac06y 3 BHECEHHAM iHthopMal,ii LWoA0 3a3HaYEHHS
Mr no 10 TabneTok Pecny6nika; C.C. O[VHWLb BUMIPIOBaHHSA y cucteMi Sl. 3amiHa po3giny
y 6nictepi; no 3 "3eHTiBa C.A.", "MAPKYBAHHA HA YMAKOBLII" Ha "MapkyBaHHS" B
abo no 6 6nictepis PymyHis 3aTBepmxeHomy MKA N3.
Y KapTOHHiIl 3anponoHoBaHo: MAPKYBAHHA. BignosigHo Ao
Kopo6uj; no 15 3aTBEPAKEHOrO TEKCTY MapKyBaHHS. TepMiH BBEEHHS
Tabnetok y 3MiH - NPOTAroM 6 MiCALIB MiCNA 3aTBEPMAXEHHS
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lii
174. | KPAONI Kpanni opasibHi no 3AT "bepeLu YropwuHa 3AT "bepeLu YropwumHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/9101/01/01
BEPELL 30 mn a6o 100 mn ®apma” Papma” - peecTpaLis LO4ATKOBOro TEKCTY MapKyBaHHS yNakoBKU peyenma
narce y dhriakoHi 3 NiKapcbKoro 3acoby i3 3a3Ha4YeHHAM MiXKHAPOAHMX
npo6koto- no3HaYeHb OAVHWLb BUMIPIOBAHHA. BHECEHHS 3MiH 4o p.
KpanesibHuLeto; «MapkyBaHHs» MKA 13: 3anponoHoBaHo: «3rigHO
no 1 chnakoHy B 3aTBEPKEHOIO TEKCTY MapKyBaHHS».
KapTOHHii BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicns
Kopo6ui; no 30 mn 3aTBEPAKEHHS
y thriakoHi 3
npo6koto-
KpanesnbHULe;
no 4 chnakoHn B
KapPTOHHI Kopobuj
175. | KPEOH® 10000 | kancysnu TBepAi 3 ABGOTT HimeuwunH | AG660TT JSlabopaTopi3 HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNYy 6e3 UA/9842/01/01
racTpope3nNCTeHTH Nab6opaTtopis a m6X - OHOBJ/IEHHS TEKCTY MapKyBaHHA YNakoBKM /liKapCbKOro peyenma
VMU rpaHynamu no M6X 3acoby 3 BHeCeHHAM iHthopMaLii LWoA0 3a3HauYeHHs
150 wmr; no 20 a6o OAVHUL BUMIpOBaHHA Y cuctemi Sl. BBeeHHA 3MiH
50, a6o 100 NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS
Kancysn y gon1akoHi;
no 1 conakoHy B
KapTOHHIl
Kopo6ui; no 10
Kancyn y 6nictepi;
no 1 a6o 2, a6o 3
6nictepu B
KapTOHHi Kopobui
176. | KPEOH® 25000 | kancynu TBepgi 3 AG6OTT HimeuunH | AB6OTT /labopatopi3 | HimeuumHa | BHECEHHS 3MiH [0 peecTpaujiiiHuX maTtepianis: 3MiHu | TUNYy 6e3 UA/9842/01/02
racTpope3nCcTeHTH Na6opaTtopi3 a rM6X - OHOB/IEHHA TEKCTY MapKyBaHHA YNakoBKM NiKkapCbKoro peyenma
UMW rpaHyniamu no 6X 3ac06y 3 BHECEHHAM iHthopMaLii LLoA0 3a3HaYEHHS

300 wmr; no 20 a6o

OAMHWLUb BUMIPIOBaHHS Y cuctemi Sl. BBegeHHs 3MiH
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
50, a6o 100 NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPIKEHHS
Kancysn y dp1akoHi;
no 1 conakoHy B
KapTOHHii
Kopob6ui; no 10
Kancyn y énicrepi;
no 2 6nictepu B
KapTOHHI Kopo6Lii
177. | KPEOH® 40000 | kancynu TBepgi 3 ABGOTT HimeuunH | AB6OTT Jlabopatopi3 | HimeuumHa | BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHu | TUNY 6e3 UA/9842/01/03
racTpopesnNCcTeHTH Na6opaTtopi3 a r6X - OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKM NlikapCbKOro peyenma
UMW rpaHyamu no 6X 3ac06y 3 BHECEHHAM iHthopMal,ii LWoA0 3a3HaYEeHHS
400 wr; no 20 abo OAVHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHs 3MiH
50, a6o 100 NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS
Kancysn y dp1akoHi;
no 1 dpnakoHy B
KapTOHHii
Kopob6ui; no 10
Kancyn y énicrepi;
no 2 6nictepu B
KapTOHHI Kopo6Lii
178. | NA30ONIBAH® 3 | cupon, 30 mr/5 mn, | TOB "CaHodi- YkpaiHa Lenbdhapm Peiimc, ®paHuia/ BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/13771/01/01
NOoNYHNYHO- no 100 a6o no 200 ABeHTIC PpaHLis; bepiHrep Icnanis - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA N13. peyenma
BEPLUKOB/M M1y h/1aKoHi; no YkpaiHa" IHrenbxaim EcnaHa, 3anponoHoBaHo: Po3gin «MapkyBaHHs» BignosigHo go
CMAKOM 1 conakoHy B CA, IcnaHis 3aTBEPA)KEHOrO TEKCTY MapKyBaHHA. OHOBNEHHS TEKCTY
KOMM/IEKTi 3 MapKyBaHHS YNakoBKW MiKapCbKOro 3ac00y 3 BHECEHHAM
nN1acTUKOBUM iH(hopMaLii WoA0 3a3HaYeHHS OANHMLb BUMIPIOBAHHS Y
MipPHAM KOBMNa4ykom cuctemi Sl. TepmiH BBeLleHHA 3MiH - 6 MicaLiB nicns
Y KapTOHHiiA 3aTBEPAKEHHS
KopoobUi
179. | NA30J/IBAH® Karncynm 3 TOB "CaHodi- YkpaiHa BMPOGHMLITBO, HimeuunHa/ | BHeCEHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 6e3 UA/3430/02/01
MAKC NpOJIOHroBaHo ABeHTIC KOHTPO/1b SIKOCTI, PpaHuis - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKHA N13. peyenma
njeto no 75 mMr no YkpaiHa" nakyBaHHs, 3anponoHoBaHo: Po3gin «MapkyBaHHs» BignosigHo fo
10 kancyn y MapKyBaHHSs1, BUNYCcK 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNIEHHS TEKCTY
6nicTepi; no 1,2 cepii: bepiHrep MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHAM
abo 5 6nicTepis B IHrenbxaiim ®apma iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
KapTOHHI Kopo6Li v6X i Ko. KT, cuctemi Sl. TepmiH BBeAEeHHS 3MiH - 6 MicAuiB nicns
HimeuuunHa; 3aTBEPAKEHHS
nakyBaHHs1,
MapKyBaHHS1, BUNYyCcK
cepii: Jenbapm
Pelimc, ®paHuis
180. | TA®EPOBIOH niogpinizat ans TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpavljiiiHuX maTepianis: 3MiHu | TUNy 3a UA/13720/01/01
® po34nHy Ans "BIODPAPMA" "BIO®APMA" - 3MiHM Wopao 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsay. peuenmom
iH'ekuin 1 000 000 BBeneHHs1 ab0o 3MiHM A0 y3araslbHEHUX JaHWX Npo
MO; no 5 cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHnX
h1akoHiB LaHuX Npo cuctemy dhapmakoHarnsgy, amiHa

niocpinizata y

YMOBHOB&XEHOI 0C06W, BiANOBIA&IbHOI 38 3AiiCHEHHS
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
6nictepi; no 2 hapMakoHarnsgy; KOHTakTHoOI ocobu 3 hapMakoHarnagy
6nicTepu y nauui 3 3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B Ykpaii,
KapToHy; no 5 AKLLIO BOHA BigMiHHA Bi, YNOBHOBaXKEHOT 0cobu,
amnyn niodpinizata BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
y 6nictepi; no 1 (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLEHHi
abo 2 6nictepu y MacTep-aiina cuctemy papMakoHarsisay) - 3mMiHa
nauui 3 KapToHY; YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
no 5 amnyn 3[jicHeHHs hapmakoHarnsay B YkpaiHi: [ponoHoBaHa
niodpinizaTta Ta no pepakuis — MNpycbknii CtaHicnas Bonogvmuposuy. 3miHa
5 amnyn KOHTaKTHUX AaHMX YNOBHOBaXXEeHOi 0COOM 3asBHUKa,
PO3YMHHMKa no 2 BIANOBIAA/IbHOI 3a 34iiCHEHHSA ddapmakoHarnsagy
Mn (Boga ans
iH'ekuil) y
6nictepi; no 1 a6o
no 2 6nictepn y
nauui 3 KApToHy
181. | NA®EPOBIOH cynosuTopii no TOB "®3 Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny - UA/14695/01/02
® 500 000 MO, in "BIOPAPMA" BIO®APMA" - 3MiHM WoAo 6e3neku/eheKTBHOCTI Ta chapmakoHarnagy.
bulk Ne 1230: no 3 BBeneHHst ab0 3MiHU A0 y3arasibHEHUX JaHWX Npo
cynosuTopiino 1 r cucTemy hapmakoHarnsgy (BBefeHHS y3arasibHeHNX
y 6nictepi; no 410 [aHunx Npo cuctemy hapmakoHarnagy, amiHa
6nictepis B YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
rPynoBiii i hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
TpPaHCMOpPTHil 3asBHMKa AN 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
Tapi; in bulk Ne AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeHOI 0cobu,
1250: no 5 BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
cynosuTopiie rno 1 (BKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHi
ry 6nictepi; no MacTep-halina cuctemy hapMakoHarnisay) - amMiHa
250 6nicTepiB B YMOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
rpynoBii i 3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
TPaHCMOpPTHiIl pepakuisi — Mpycbkuii CTaHicnas BonoanMuposuy. 3miHa
Tapi; in bulk Ne KOHTaKTHUX JaHWX YNOBHOBaXKEHOI 0CO6Y 3asBHMKa,
1250: no 10 BiANOBIAA/IbHOI 32 34iicCHEHHA dhapmakoHarnsagy
cynosuTopiis no 1
ry 6nictepi; no
125 6nicTepis B
rpynoBiii i
TpaHCMopTHili Tapi
182. | NA®EPOBIOH cynosuTopii no 1 TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy - UA/14695/01/03
® 000 000 MO, in "BIO®PAPMA" BIO®APMA" - 3MiHY WoAo 6e3neku/eheKkTUBHOCTI Ta thapmakoHarnagy.

bulk Ne 1230: no 3
cynosuTopiino 1 r
y 6nictepi; no 410
6nictepiB B
rpynoBii i
TPaHCMNOPTHIi
Tapi; in bulk Ne

BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
cucTemy hapmakoHarnsgy (BBefieHHs y3arasibHEHUX
[JaHnX Npo cucTemy dhapmakoHarnsgy, 3miHa
YMOBHOB&XXEHOI 0CO6MU, BigNOBIfaNIbHOI 3a 34iAICHEHHS
thapmakoHarnsay; KOHTakTHOi 0cobu 3 dhapmakoHarnsagy
3asBHUKA 419 34iICHEHHA hapMakoHarnisgy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif YNTOBHOBaXKEHOI 0Cco6Y,
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
1250: no 5 BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
cynosuTopiis no 1 (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHi
ry 6nictepi; no MacTep-aiina cuctemy papMakoHarisay) - 3mMiHa
250 6nicTepis B YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
rpynoBii i 3[jicHeHHs hapmakoHarnsay B YkpaiHi: MponoHoBaHa
TPaHCMOpPTHIl pepakuis — MNpycbknii CtaHicnas Bonogvmuposuy. 3miHa
Tapi; in bulk Ne KOHTaKTHUX faHMUX YNOBHOBAXEHOI 0COOM 3asBHUKA,
1250: no 10 BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
cynosuTopiie no 1
ry 6nictepi; no
125 6nicTepis B
rpynoBii i
TpaHCMOpPTHIli Tapi
183. | NTA®EPOBIOH cynoswuTopii no 3 TOB "®3 Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny - UA/14695/01/04
® 000 000 MO, in "BIODPAPMA" BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta chapmakoHarnagy.
bulk Ne 1230: no 3 BBeneHHs1 ab0 3MiHU A0 y3arasibHEHUX JaHWX Npo
cynosutopiino 1 r cucTemy hapmakoHarnsagy (BBefeHHS y3arasibHeHNX
y 6nictepi; no 410 [aHnX Npo cuctemy dpapmakoHarnsagy, amiHa
6nictepis B YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
rPynoBiii i hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
TpaHCMOpPTHiIl 3asBHMKa AN 34iiCHEHHS ddapMakoHarnsgy B Ykpaii,
Tapi; in bulk Ne AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeHOI 0cobu,
1250: no 5 BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
cynosuTopiie rno 1 (BK/HOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHi
ry 6nictepi; no MacTep-alina cuctemy hapMakoHarnisay) - 3MiHa
250 6nicTepiB B YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
rpynoBii i 3[jicHeHHs1 hapMakoHarsay B YkpaiHi: MponoHoBaHa
TPaHCMOpPTHiIl pepakuisi — Mpycbkuii CTaHicnas BonoarMuposuy. 3miHa
Tapi; in bulk Ne KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0CO6Y 3asBHMKa,
1250: no 10 BiANOBIAA/IbHOI 3a 34ilicCHEHHA ddapmakoHarnsagy
cynosuTopiis no 1
ry 6nictepi; no
125 6nicTepis B
rpynoBiii i
TpaHCMopTHili Tapi
184. | NA®EPOBIOH cynosuTopii no TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy - UA/14695/01/01
® 150 000 MO, in "BIO®PAPMA" BIO®APMA" - 3MiHY WoAo 6e3neku/ehekTUBHOCTI Ta thapmakoHarnagy.

bulk Ne 1230: no 3
cynosuTopiino 1 r
y 6nictepi; no 410
6nictepiB B
rpynoBii i
TPaHCMNOPTHIi
Tapi; in bulk Ne
1250: no 5
cynosuTopiis no 1
r y 6bnictepi; no

BeefieHHs1 ab0 3MiHW 10 y3arasibHEHUX JaHux Npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX
[aHuX Npo cuctemy hapmMakoHarnsgy, amiHa
YMOBHOB&XXEHOI 0CO6MU, BigNOBIgaIbHOI 3a 34iAICHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHUKA 419 34iICHEHHA hapMakoHarnisgy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
MacTep-chaiiia cuctemm dpapmakoHarnsgy) - 3miHa
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
250 6nicTepiB B YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
rpynoBii i 3[jicHeHHs hapmakoHarnsay B YkpaiHi: MponoHoBaHa
TPaHCMOpPTHIl pepakuis — MNpycbknii CtaHicnas BonogvMuposuy. 3miHa
Tapi; in bulk Ne KOHTaKTHUX faHUX YNOBHOBAXEHOI 0COOM 3asBHUKA,
1250: no 10 BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
cynosuTopiie no 1
ry 6nictepi; no
125 6nicTepis B
rpynoBii i
TPaHCMOpPTHIli Tapi
185. | NA®EPOBIOH niocpinizat gns TOB "®3 YkpaiHa TOB "$3 Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/13720/01/02
® pOo34nHy Ans "BIODPAPMA" "BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta chapmakoHarnagy. peyenmom
iH'ekuii 3 000 000 BBeneHHs1 ab0 3MiHU A0 y3arasibHEHUX JaHWX Npo
MO; no 5 cucTemy hapmakoHarnsgy (BBefeHHS y3arasibHeHNX
(hnakoHiB [aHunx Npo cuctemy thapmakoHarnagy, amiHa
niocpinizata 'y YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
6nictepi; no 2 hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
6nicTepu y nauui 3 3asBHMKa AN 34iiCHEHHSA ddapMakoHarnsgy B Ykpaii,
KapToHy; No 5 AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
amnyn niodoinizata BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
y 6nicTtepi; no 1 (BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHi
abo 2 6nictepu y MacTep-alina cuctemy hapMakoHarnisay) - amMiHa
nauj 3 KapToHy; yNOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMNOBIiga/IbHOI 3a
no 5 amnyn 3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
niocpinizata Ta no pepakuisi — Mpycbkuii CTaHicnas BonoanMuposuy. 3miHa
5 amnyn KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0C06Y 3asBHMKa,
PO34MHHKKa No 2 BiANOBIAA/IbHOI 32 34iicCHEHHA ddapmakoHarnsgy
mn (Boga Ans
iH'ekuin) y
6nicTepi; no 1 abo
no 2 6nictepn y
naui 3 KapToHy
186. | TA®EPOBIOH niodpinizat ans TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/13720/01/04
® po3unHy anA "BIO®PAPMA" "BIO®APMA" - 3MiHY WoAo 6e3neku/ehekTUBHOCTI Ta thapmakoHarnagy. peyenmom
iH'ekujin 6 000 000 BBefeHHs1 ab0 3MiHM A0 y3ara/lbHEHUX JaHWX Npo
MO; no 5 cuctemy hapmakoHarnagy (BBeAeHHs y3araibHeHNX
dhnakoHis JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
niocpinizata Ta no YMOBHOB&XXEHOI 0CO6MU, BigNOBIgaIbHOI 3a 34iAICHEHHS
5 amnyn dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy

PO34YMHHMKA NO 2
M (Boga 4ns
iH'ekuin) y
6nictepi; no 1
6nicTtepy y nauui 3
KapTOHY; No 5
amnyn niodpinizata
Tano 5 amnyn

3asBHUKA 419 34iICHeHHA hapMakoHarnisgy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0CcOo6Y,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
3pjlicHeHHs hbapMakoHarnagy B YkpaiHi: NMponoHoBaHa
pegakuisi — Mpycbkuii CTaHicias Bonogmmuposmy. 3miHa
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
PO34MHHYKa Mo 2 KOHTaKTHUX AaHMX YNOBHOBaXXEeHOi 0COOM 3asBHUKA,
M (Boga 4ns BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
iH'ekuin) y
6nictepi; no 1
6nictepy y nauui 3
KapTOHY; No 5
amnyn niodpinizata
y 6nictepi; no 1
6nicTepy y navyj 3
KapTOHY
187. | NA®EPOBIOH niocpinizat gns TOB "®3 YkpaiHa TOB "$3 Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/13720/01/06
® pOo34nHy Ans "BIODPAPMA" "BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta chapmakoHarnagy. peyenmom
iH'ekuili 18 000 BBeneHHs1 ab0 3MiHU A0 y3arasibHEHUX JaHWX Npo
000 MO; mo 1 cucTemy hapmakoHarnsgy (BBefeHHS y3arasibHeHNX
dhnakoHy OaHux Npo cuctemy apmakoHarnsgy, smiHa
niocpinizata Ta no YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
1 amnyni hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
PO34MHHMKa No 2 3asBHMKa AN 34iiCHEHHSA ddapMakoHarnsgy B Ykpaii,
mn (Boga Ans AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
iH'ekwin) y BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
6nicTepi; no 1 (BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHi
6nictepy y nauui 3 MacTep-alina cuctemy hapMakoHarnisay) - amMiHa
KapToHy; no 1 YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
amnyni 3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
niocpinizata Ta no pepakuisi — Mpycbkuii CTaHicnas BonoanMuposuy. 3miHa
1 amnyni KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0C06Y 3asBHMKa,
PO34MHHKKa No 2 BiANOBIAA/IbHOI 32 34iicCHEHHA ddapmakoHarnsgy
mn (Boga Ans
iH'ekuin) y
6nicTepi; no 1
6nictepy y nauui 3
KapToHy; no 1
amnyni
niocpinizata 'y
6nictepi; no 1
6nicTepy y navyi 3
KapTOHY
188. | NEBIUTAM TabneTkn, BKPUTI TOB "ACIHO YKpaina TOB "®apma Ctapt” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/11396/01/01
250 NNiBKOBOKO YKPAIHA" - BUTYYeHHSIM ynakoBok in bulk: no 6 kr TabneTok y peuyenmom
060/10HKOI0, N0 naketax, 3 BiANOBIAHUMYW 3MiHaMK [0 p. «YNakoBka» Ta p.
250 wmr, no 10 «MapkyBaHHs» MKA 13
Tabnetok y
6nictepi; no 3 abo
6 6nictepiB y
KapPTOHHIN nayuj
189. | NEBILUTAM TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHW | TUNY 3a UA/11396/01/02
500 NNiBKOBOK YKPAIHA" - BUly4YeHHAM ynakoBoK in bulk: no 6 kr TabnieTok y peyenmom




102

Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
060/10HKOI0, MO naketax, 3 BignoBigHVMM 3MiHaMK [0 p. «YNakoBka» Ta p.
500 wmr, no 10 «MapkyBaHHs» MKA /13
Tabnetok y
6nictepi; no 3 abo
6 6nicTepiB y
KapPTOHHIN nayuyj
190. | NIEBOKOM Tabnetku AciHo ®apma LLiBeiuapi AciHo ®apma Al , Lseiiapis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNy 3a UA/16260/01/01
PETAPJ, NPOJIOHrOBaHoI Aii, Al A Llseiiuapis - 3MiHV [0 IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS peyenmom
ACIHO no 100 mr/25 mr (nepBuHHa Ta nikapcbKoro 3acoby y po3ginu "®apmMakoorivHi
no 10 Tabnetok y BTOpPVHHA BNacTMBOCTI" (pefaryBaHHs), "MpoTunokasaHHs",
6nicTepi; no 3 abo ynakoBka); ACiHO "B3aemogis 3 iHWVMK nikapcbkuMm 3acobamu Ta iHLWi BUAn
10 6nicTepiB y dapma Ar, B3aemogiit", "OcobmBocTi 3acTocyBaHHS", "[106iYHi
KapTOHHI KopooLli LLiBeiiuapisi (noBHUIA peaxuii” 3rigHO 3 iHhopMaLi€elo WoA0 MeANYHOro
LMK BUPOBHMLTBA) 3acTocyBaHHs pechepeHTHOro nikapcbkoro 3acoby (Nacom
100 mg 200 wmr retard tablets, B YkpaiHi He
3apeecTpoBaHuii). BBeeHHS 3MiH NpoTArom 3-x MicsAuiB
nicns 3aTBepmkeHHs
191. | NEBOKOM Tabnetkun AciHo ®apma LLBeiiuapi AciHo ®apma Al , LBeiiLapis BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/16261/01/01
PETAP[ NpPOJIOHroBaHoI Aii, Al a Lseliuapis - 3MiHW [0 IHCTPYKUIT A1 MEAMYHOro 3aCTOCYBaHHSA peyenmom
ACIHO no 200 mr/50 mr (nepBuHHa Ta NiKapcbKoro 3acoby y po3aimn "dapmakonoriyHi
no 10 TabneTtok y BTOpPUHHA BNacTUBOCTI" (pefaryBaHHs), "MpoTunokasaHHa",
6nicTepi; no 3 abo ynakoBka); ACiHO "B3aemogis 3 iHWMMK ikapcbKMMK 3acob6amu Ta iHLWi BUAn
10 6nicTepiB y dapma Arl, B3aemMogiin", "OcobmBoCTi 3acTocyBaHHS", "M0OGIYHI
nauuj LLBefiuapisi (noBHUIA peaxuii” 3rigHo 3 iHhopMaLi€ero WoA0 MeANYHOro
LMK BUPOBHULITBA) 3acTocyBaHHSA pedhepeHTHOro nikapcbkoro 3acoby (Nacom
100 mg 200 wmr retard tablets, B YkpaiHi He
3apeecTpoBaHuii). BBeeHHS 3MiH NpoTArom 3-x MicsAuis
nicns 3aTBepmkeHHs
192. | IEBO®JIOKCA | TabneTku, BKPUTI TOB YkpaiHa TOB "Actpadapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | TUny 3a UA/14395/01/01
LIVH- 060/10HKO0, NO "Actpadapm” - OHOBJ1EHHS BXe 3aTBEPXXEHOro TEKCTY MapKyBaHHA peyenmom
ACTPADAPM 500 mr no 7 NepBUHHOT Ta BTOPVHHOI YNakoBku J13 (BHECEHHSA
TabneTok y no3HayeHb OAVHULb BUMIPIOBAHHS, 3 BUKOPUCTaHHAM
6nicTepi; no 1 abo NiTep NaTMHCLKOro andasiTy); BHECEHHA 3MiH 0 po34iny
2 6nictepuy “MapkyBaHHa" MKA /13: 3anponoHoBaHo: MapKyBaHHS.
Kopo6Ui BifgnoBigHO A0 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS
193. | NIEBO®JIOKCA | Tabnetku, BKPUTI TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 3a UA/14395/01/02
LUWNH- 060/10HKOI0, N0 "AcTtpadchapm" - OHOBJ/IEHHSA BXe 3aTBEP)KEHOro TEKCTY MapKyBaHHSA peyenmom
ACTPAD®APM 250 mrno 7 NepBUHHOT Ta BTOPVHHOI yNakoBku /13 (BHECEHHS
TabneTok y no3HayYeHb OAVHWLb BUMIPIOBAHHS, 3 BUKOPUCTaHHAM
6nicTepi; no 1 abo niTep NaTUHCLKOro andasiTy, TOLLO); BHECEHHS 3MiH A0
2 6nictepuy po3ainy “MapkyBaHHa” MK J/13: 3anponoHoBaHo:
KopooLi MapkyBaHHS. BianoBigHO 40 3aTBEPKEHOIO TEKCTY

MapKyBaHHS




103

Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

194.

NEMTPALA

KOHLeHTpaT ans
pO34nHy ans
iHdpysin no 12
mr/1,2 mn Ne 1: no
1,2 mn y chnakoHi,
no 1 conakoHy y
KapTOHHI KopooLyi

TOB "CaHoi-
ABeHTIC
YkpaiHa"

YkpaiHa

BepiHrep
IHrenbxanm d®apma
m6X i Ko. KT,
HimeuunHa
(Bnpo6HuyTBO (fill-
finish/nepBuHHe
nakyBaHHs)
KOHTPO/Ib AKOCTi (B
npoueci
BMPOBHULTBA,
KOHTPO/b AKOCTI
N3, Brovaoun
TecTyBaHHS ANns
OL|iHKM CTEPWU/IBHOCTI
i BMiCTY
MiKpOOpraHi3mis),
TecTn Ha
CTabiNbHICTB);
[xeHzalim IpnaHg,
Nimitea, lpnaxgis
(BTOPUHHE
nakyBaHHs1,
MapKyBaHHs,
36epiraHHa 13 Ta
BUNYyCK cepii);
[xeHzaim fMimites,
Benuka BpuTaHis
(BTOpUHHE
nakyBaHHs1,
MapKyBaHHs,
36epiraHHa M3 Ta
Bunyck cepii); Ec
Ixi Ec [HCTUTYT
®peseHiyc MvbX,
HimeuunHa
(TecTyBaHHA ans
OLiHKM CTEPUNBbHOCTI
i BMiCTY
MiKpoOpraHiamis
(anbTepHaTVBHA
naboparopisi))

Himeuunna/
IpnaHgis/
Benwuka
BpuTaHis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy
- BHECEHHS 3MiH A0 po3ainy «MapkyBaHHa» MKA N3.
3anponoHoBaHo: Po3gin «MapkyBaHHs». BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW MiKapCbKOro 3ac00y 3 BHECEHHAM
iHhopMauii LWoAo 3a3HaYEHHS! OAMHUL BUMIPIOBaHHS Y
cuctemi Sl. TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicALiB
nicns 3aTBepmkeHHs

3a
peyenmom

UA/17376/01/01

195.

NE®CAH

PO34MH Ana
iHdpysiii no 5
mr/mn no 100 mny
thnakoHi, no 1
hnakoHy y nauui 3
KapToHY

M.BioTek
NimiTen

Benuka
BpuTaHis

MT. HOBEN
GAPMACBIOTIKA
NNABOPATOPI3

IHOOHe3IA

BHECEHHS 3MiH 10 peecTpaLiiiHiX MaTepianiB: TeXHIYHa
NOMUJIKA - TEXHIYHY NOMW/IKY BUNPAB/IEHO B TEKCTI
MapKyBaHHS Ha BTOPWHHIl ynakosLi /13. 3anponoHoBaHo:
17. IHWE
HasiBHa iHhopMmaLis woao niueHsii BupobHuka HassHa
iHhopmauis Wwoao WTpmnx-koay ikapcbkoro 3acoby

3a
peyenmom

UA/12567/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
3a3HayeHe BUMNpaB/IeHHA BignoBigae maTepianam
peecTpauinHoro Aocbe
196. | NE®PCAH po34nH ons M.BioTek Benuka NT. HOBENN IHOOHesiA BHECEHHS 3MiH 10 peecTpaLiiiHiX MaTepianiB: TeXHIYHa - UA/12568/01/01
iHdpysiii no 5 NimiTen BpuTaHis PAPMACBHKOTIKAN NOMU/IKA - TEXHIYHY MOMWUJIKY BUNPABEHO B TEKCTI
mr/mn in bulk: no NNABOPATOPI3 MapKyBaHHs1 Ha BTOPUHHIl ynakoBsLi /13. 3anponoHoOBaHo:
50 chnakoHiB y 17. IHWE
nauui 3 KapToHy HasiBHa iHhopMmaLis woao niueHsii BupobHuka HassHa
iHthopmavis Wwoao Wrpmnx-kody nikapcbkoro 3acoby
3a3HayeHe BUMNpaB/IeHHA BignoBigae marepianam
peecTpauiiHoro focbe
197. | NIBAPON necapii no 400 mr An "CTALA- YKpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/17172/01/01
no 5 necapiis y YKPAIHA" reyn" - OHOBJIEHHS 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHSA peyenma
6nicTepi; no 1 abo ynakoBok /13. BBefieHHsi 3MiH NpoTArom 6-Tv MicsAuiB nicns
2 6nictepn y 3aTBEPAKEHHS
KapPTOHHI Kopobui
198. | NIAA3A- NOPOLLOK AN TOB "®3 YkpaiHa TOB "3 Ykpaina BHECEHHS 3MiH [JO peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/5773/01/01
BIO®APMA PO34mnHy Ans "BIOGAPMA" "BIO®APMA" - 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
iH'ekuili no 64 Of; BBeneHHs1 abo 3MiHU [0 y3arasibHEHUX JaHWX Npo
5 donakoHis 3 cucTemy hapmakoHarnsagy (BBefieHHs y3arasibHeHNX
MOPOLLKOM Y AaHnX nNpo cuctemy hapmakoHarnsgy, smiHa
6nicTepi; no 2 YMNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3@ 34iiCHEHHS
6nictepy y nauui 3 hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
KapTOHY 3a8BHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHSA hapmakoHarnsgy
(BKIOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHM y pO3MiLLieHHi
MacTep-alina cuctemy hapMakoHarnisay) - 3MiHa
YNOBHOB&XXEHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
3[jicCHeHHs1 hapMakoHarnisay B YkpaiHi: [MponoHoBaHa
pepakuisi — Mpycbkuii CtaHicnas Bonogvmuposuy. 3miHa
KOHTaKTHUX faHMX YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiNOBiAA/IbHOI 32 3AiICHEHHSA hapmakoHarasay
199. | NIAOKAIH po34nH ons 3AT YropwuHa 3AT YropwumHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/0655/01/01
iH'ekuini 2 % no 2 PapmaneBTuy dapmavleBTUYHNI - BUTYYeHHs nokasHuka «lgeHtudikauis 1» (metog TLLUX); peyenmom
M/ B amnyni; no 5 HWi1 3aBOg, 3aBog ElIC 3MiHM | TUNY - 3aMiHa MeToAy BU3HAYEHHS NMOKa3HUKIB
amnyn y énictepi; ErC «CynposigHi gomiwku 1» (Metog TWX ), «CynposigHi

no 2 6nictepn abo
no 20 6nictepiB y
KapTOHHii
ynakoBLi

OOMILLKM 2» (METOZA KOSTOPUMETPISA) Ha MeTos,
BMNpo6yBaHHA BEPX, (3anponoHoBaHo: Jomiwka A He
6inbwe 0,01 %; Okpemi fomilky He binbLue 0,10 %; Cyma
AOMILLIOK He 6inbLue 0,50%); AONOBHEHHSA METOZIB
BMNpPo6YyBaHHA HOBMM MokasHnkoM "Konip kofoBoro
Kinbuga", " laeHTudikauia aitoyoi pevoBuHM (ko1bopoBa
peakuis)"; 3mMiHu | TMny - He3HayHa 3miHa y 3aTBepAXEeHNX
MeToAax BUNPOOYBaHHSA, YTOUHEHHA HOPMYBaHHA ANS T.
BakTepia/sibHi eHAO0TOKCMHM, 3amiHa «Hke 22 MO/MN» Ha
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)

«MeHLUe HiX 22MO/MN»; 3MiHW | TUNY - YTOYHEHHS [0
METOAVKM BUNPO6YBaHHSA «9.2. BUanmi yacTkm»
EP,2.9.20) BuganeHo 3 onucy METOAUKUN «B PYKY

0fIHoYacHO 6epyTb 5 amny/»; YTOUHEHHS A0 METOAVKM
BUNPO6YyBaHHA «O6 €M, L0 BUTATAETLCSA»; 3MiHM | TUMy -
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTposb
roToBOro fikapcbKoro 3acoby. 3miHa y MeToax
BMNPOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEeHNX MeTogax BUNpobyBaHHs); CynyTHA
3MiHa: - 3MiHUW 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3mMiHa
napameTpiB cneuudikauii Ta/abo AONyCTUMMX MEX
roTOBOrO JliKapCbKOro 3acoby (iHLWi 3MiHW). 3MiHU

(hopMy/ItoBaHHS HOPMK BUNPOGYBaHHS «Ipo30picTb»;

3MiHW | TUNY - YTOYHEHHSI METOAWKN BUNPOOYBaHHSA

«Onnc». YTOUHEHHS HalilMeHyBaHHSA BUNPOGYBaHHA» 3

«lpeHTucpikauis 2» Ha «lgeHTudikadis 4itoyoi pevoBUHN
(Y®-cnekTpodoTOMETpis)»; 3MiHW | TUMY - 415 MOKa3HKKa
«KinbkicHe BU3HaueHHs-KiflbKicHMIA BMICT Ait040i peyoBrHN
(Yo cnektpodhoTomeTpis) 3MiHUAN (hOPMY/THOBaHHS
NPUroTyBaHHA CTaHAAPTHOTO PO3YUMHY, YTOUHWUAN HABaXKY
CTaHZapTHOro 3pasky NifokaiHy rigpoxnopuay
MOHoOrigpaty. [JoaaHo albTepHaTUBHUI PO3PaxyHOK
BMICTY NifokaiHy rigpoxiopuay MoHorigpary;
3MiHU | TUNY - YTOYHEHHSI METOAMKN BUNPOOYBaHHS
«KonbopoBicTb»

200. | NIHE3ONIAVH po34nH ons MAT YkpaiHa MAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/11948/01/01
iHdpy3iia, 2 mr/mn "Tanuudgpapm" - 3MiHa napameTpiB cneuudikauii Ta/abo fonycTUMmx peuenmom
no 300 mny MeX 4151 AONOMIKHOT PEYOBUHU; CYNYTHSA 3MiHa: 3MiHa Y
naawuyj; no 1 mMeToAax BUNPOGYBaHHSA JOMNOMKHOT PEHOBUHM -
naswWwui B navwi npuBeAeHHs crneundikaLii Ta MeToAiB KOHTPOO ANns

[ONOMDKHMX peyoBuH: Boga ans iH'ekui (3a n. pH, n.

Mikpo6ionoriyHWin MOHITOPUHT) Ta HaTtpito uuTpar (3a n.

Onuc, n. Po34mHHICTb, N. Mikpo6iosioriyHa unctoTa) 4o
MoHorpadii EP/A®Y, aitoye BugaHHA

201. | NIOTOH® 1000 | renb, 1000 MOI/T A.MeHapiHi ITanis A.MeHapiHi ITania BHECEHHS 3MiH 10 peecTpaLjiiiHuXx maTepianis: 3MiHu | Tuny 6e3 UA/10905/01/01
FENb no 30r, 50 r abo IHaycTpie MaHythakTypiHr - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. CTabinbHiCTb. peyenma
100 ry Ty6i; no 1 dapmaueyTny JloricTikc eHg 3MiHa y TepMiHax npuaaTtHocTi abo ymoBax 36epiraHHsi
Ty6i B KQPTOHHIlA e PiyHiTe Cepsicec C.p.J1. roTOBOrO Jlikapcbkoro 3acoby (3MiHa B yMoBax 36epiraHHs
KopoobLi C.p.J. roToBOro fikapcbKoro 3acoby abo nicns

PO3YMHEHHSI/BIGHOBNEHHS) - 3MiHA B YMOBax 36epiraHHs
rOTOBOrO JliKapCbKoro 3acoby. 3MiHV BHECEHO A0 po3ainy
"YMOBWU 36epiraHHA" IHCTPYKLT 4159 MegUyYHOro
3acToCyBaHHS ikapCbKOro 3acoby Ta Ao BignoBigHNX
po34iniB MapKyBaHHs (BBeEHHS 3MiH NPOTAroM 6-Tu
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
MiCAILiB MicNs 3aTBEPMKEHHS); 3MiHM | TUNy - 3MiHW WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
3MiHU LLIOAO HAABHOCTI Ta 6e3MneKkn 3aCTOCYyBaHHS
[0NOMDKHUX PEYOBUH BHECEHO A0 po3ginis "Cknag” Ta
"Oco61MBOCTI 3aCTOCYBaHHA" IHCTPYKLT A48 MEANYHOro
3acToCyBaHHS NikapcbKoro 3acoby Ta A0 BiAnoBiAHUX
po3ainis mapkyBaHHA (BBeAeHHS 3MiH NPOTAroM 6-Tu
MiCALIB MiC/1A 3aTBEPLYKEHHS); 3MiHU | TUMY - 3MiHN LWOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
[OMOBHEHHA TEKCTY MapKyBaHHA YNakoBOK NO3HAYEHHAMM
OAMHMLb BUMIPOBaHHSA 3rigHO 3 MiXXHapoA4HOI CMCTEMOD
oavHub (Sl), 30KpeMa AofaBaHHs BifgnoBigHOTO
NO3HAYEeHHs OAMHUL BUMIPIOBAHHS KiIbKOCTI Ajto4oT
PEeYOBUHN NaTVHULEID MiCA NO3HAYEHHS OANHWL
BMMIpPIOBaHHS YKpaiHCbKO0 MOBO. BHeceHHs pefakuiiHoi
npaskn B MKA /13 3amicTb «TeKCT MapKyBaHHS:
[0AAETLCA» Ha «3riHO i3 3aTBEPPKEHNM TEKCTOM
MapKyBaHHs1» (BBeAeHHS 3MiH NpOTArom 6-Tu Micsuis
nicns 3aTBepXeHHs)
202. | honrPuUn Tabnetkn no 5 mr BocHanek a.4. BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/1839/01/01
BOCHANEK® no 20 TabneTok y epuerosu epuerosuH - OHOBJ/IEHHSA TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peyernmom
6nictepi; no 1 Ha a 3aco6y 3 BHECEeHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
6nictepy B OAMHNLb BUMIpOBaHHA Y cuctemi Sl. BBEAEHHS 3MiH
KapTOHHI Kopo6Lyi NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS
203. | honpPun Tabnetku no 10 mr | BocHanek 4.4, BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/1839/01/02
BOCHAJNEK® no 10 Tabnetok y Iepuerosu [epuerosuH - OHOBJ/IEHHS TEKCTY MapKyBaHHA YNaKoBKM /TiKapCbKOro peyenmom
6nicTepi; no 2 Ha a 3aco6y 3 BHECEHHSIM iHchopMaLii LLoA0 3a3HaYEHHS
6nictepu B OAMHULb BUMIpIOBaHHA Y cuctemi Sl. BBEAEHHS 3MiH
KapTOHHI KOpoOL;i NPOTSArom 6-Ty MiCAILB MiCNsi 3aTBEPAKEHHS
204. | nhonpPuvn Tabnetku no 20 mr | BocHanek A.4. BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/1839/01/03
BOCHAJEK® no 10 TabneTok y lepuerosu lepuerosuH - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKYM JliKapCbKOro peyernmom
6nicTepi; no 2 Ha a 3aco6y 3 BHECEHHSM iH(hopMaL,ii LLoA0 3a3HaYEeHHS
6nictepu B OAMHULb BUMIPIOBAHHSA Y cucTeMi Sl. BBEAEHHS 3MiH
KapTOHHi Kopo6bLy NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS
205. | NOPOEC® Tab1eTkn BKPUTI HOBE/ INAY TypeuuunH HOBEN INAY TypeuunHa | BHECEHHS 3MiH 40 peecTpauiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/11552/02/01
060/10HKOI0 N0 5 CAHAI BE a CAHAI BE - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuyenma
mr, no 10 TIOIKAPET TIOXKAPET A.LL. BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX NPo
TabneTok y ALl cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHnX
6nictepi, no 2 abo LaHnX Npo cuctemy dhapmakoHarnsgy, amiHa
3 6nictepuy YMOBHOBaXEHOT 0C06U, BiANOBIAAIbHOI 38 34iiCHEHHS
KapTOHHil thapmakoHarnsay; KOHTakTHOi 0cobu 3 dpapmakoHarnagy
ynakosLi 3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,

SKLLIO BOHA BiMiHHA Bif] YNOBHOBaXKEHOT 0cobu,
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NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

206.

NYKACT®

TabneTkn

BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHi
MacTep-aiina cuctemy papMakoHarisay) - 3mMiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
dhapmakoHarnag. MponoHoBaHa pegakuis: R. Ayse Cetin.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6M,
BignoBigabHOI 3a hapmakoHarnsg. 3MiHa KOHTakTHOI
0C0o6M YyNOBHOBaXKEHOI 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsg, B Ykpaii.
MponoHoBaHa pepakuin: Stefanska Olga. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI
ocobu 3asiBHUKA, BiANOBIAa/IbHOI 3a hapMakoHarnsg B
YkpaiHi. 3MiHa MicLa 3LiACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxoMKeHHs macTep-
dhaiina

207.

NYKACT®

XXyBaU1bHi M0 4 mr
no 10 TabneTtoky
6nictepi, no 3
6nictepn y
KapTOHHI Kopo6Lyi

TabneTtkn

Papma
IHTepHelueHan
KomnaHi

VoppaHis

Papma
IHTepHelweHan
KomnaHi

VioppaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny
- 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeANYHOro 3aCTOCyBaHHS
reHepuYHUX/TibpMAHMX/6ionoAi6HMX NiKapCcbKUX 3aco6iB
nicns BHECEHHSA Tiel camol 3MiHU Ha ped)epeHTHWIA
npenapar (3mMiHa He NoTpebye HagaHHA XOAHUX HOBUX
[04aTKOBUX aHuX). 3MiHW BHECEHO A0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby y po3ginu:
"®apmakonoriyHi BnactmeocTi”, "Moka3aHHs",
"Oco6NMBOCTI 3aCTOCyBaHHA" (pegaryBaHHs TEKCTY),
"3acTocyBaHHS y nepiof, BariTHOCTi abo rogyBaHHs
rpyaAato"”, "3aatHiCTb BIAMBATK Ha LWBWMAKICTL peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM @60 iHWMMK MexaHismamn',
"Cnoci6 3acTocyBaHHA Ta go3un", "Oitn" (iHpopmauis 3
6e3nekn), "Mepeno3yBaHHs" (pegaryBaHHs TEKCTY),
"Mo6iyHi peakuii” 3rigHO 3 iH(hOpMAaLi€l0 WoA0 MeANYHOro
3acTocyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(CUHIYNIAP®, TabneTkn XyBasibHi no 4 mr 1a 5 mr).

3a
peyenmom

UA/15737/01/01

XyBaUlbHi M0 5 Mr
no 10 TabneTtok y
6nicTepi, no 3
6nictepn y
KapTOHHI KOpoOL;ji

dapma
IHTepHeLLeHan
KomnaHi

VioppaHis

dapma
IHTepHelleHan
Komnari

VioppaHis

BHECEHHS 3MiH 10 peecTpaLjiiiHuXx maTepianis: 3MiHu | Tuny
- 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta
hapMakoHarnisgy. 3MiHN y KOpOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeMNYHOro 3aCTOCyBaHHS
reHepuYHNX/ribpnaHNx/6ionodibHMX Mikapcbknx 3aco6iB
nicns BHECEHHA Tiel camoi 3MiHN Ha ped)epeHTHWIA
npenapar (3MiHa He NoTpebye HafaHHA XOAHUX HOBUX
[04aTKOBMX AaHWX). 3MiHM BHECEHO A0 iHCTPYKUiT Ans
Me[IM4HOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainu:
"®apmakonoriuHi BnactusocTi”, "Moka3aHHsa",

"Oc06MBOCTI 3acTocyBaHHA" (pegaryBaHHsl TEKCTY),

3a
peyenmom

UA/15737/01/02
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
"3acTocyBaHHSA y nepiof, BariTHOCTi abo rofgyBaHHs
rpyaAat"”, "3aatHiCTb BIAMBATY Ha LWBWMAKICTE peakuii npn
KepyBaHHi aBTOTpPaHCMOpPTOM abo iHWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHA Ta go3un”, "Oitn" (iHpopmauis 3
6e3nekn), "Mepeno3yBaHHs" (pegaryBaHHsl TEKCTY),
"Mo6iyHi peakuii” 3rigHO 3 iH(hOpMAaLi€to LWoA0 MeANYHOro
3acTocyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(CUHIYNIAP®, TabneTkmn XyBasibHi no 4 mr 1a 5 mr).
208. | IIOTEIHA TabneTtkn AT "Apamep, Monbwa AT "Apamep, Monblwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/5244/02/01
cybniHrBaUibHi No Papma” Papma” - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW iKapCbKOro peyernmom
50 mr no 30 3ac06y 3 BHECEHHAM iHthopMal,ii LWoA0 3a3HaYEeHHS
Tabnetok y OAVHWLb BUMIpIOBaHHA Y cuctemi Sl. TepmiH BBeeHHSA
KOHTelHepax; no 3MiH: NPOTAroM 6 MiCALIB NicNs 3aTBEPIKEHHS
30 TabneTtok y
KOHTeliHepi; no 1
KOHTElWHepy y
KapTOHHIN
Kopob6ui; no 15
Tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHII Kopo6Lii
209. | NKOTEIHA TabneTtkn AT "Agames Monbwa AT "Apgamepn Monbwa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/5244/01/02
BariHanbHi no 100 Papma” dapma” - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenmom
mr; no 15 3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HAaYEHHS
Tabnetok y OAMHMLb BUMIPIOBaHHS y cuctemi Sl. TepmiH BBeAEHHS
6nicTepi; no 2 3MiH: NPOTAroM 6 MicALiB MicNs 3aTBEPIKEHHS
6nictepy pasom 3
annikatopom B
KapTOHHii
KopobL;
no 15 tabneTtok y
6nicTepi; no 2
6nictepu 6e3
annikatopa B
KapPTOHHI Kopobui
210. | MAAJIOKC® cycneHsis TOB "CaHodi- YkpaiHa Eii. HaTtTepmaHH HiMeuumHa/ | BHECEHHA 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 6e3 UA/9220/01/01
opanibHa Ne 1: no ABeHTIC eHg Caiii. T'm6X, ITanisa - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHa» MKA N3. peyenma
250 M1y h1akoHi; YkpaiHa" HimeuuunHa; CaHodi 3anponoHoBaHo: Po3ain «MapkyBaHHS» BignosigHo fo
no 1 pnakoHy B C.n.A, Itanis 3aTBEPKEHOrO TEKCTY MapKyBaHHA. OHOBEHHS TEKCTY
KapTOHHI Kopo6Li MapKyBaHHS! yNakoBKU iKapCbKOro 3acoby 3 BHECEHHAM
iH(hopMaUii WoA0 3a3HaYeHHSA OAUHULb BUMIPOBAHHS Y
cucTeMmi Sl. BBefieHHs1 3MiH NpoTArom 6-T MicAUiB nicas
3aTBEPAKEHHSA
211. | MAAJTIOKC® cycneHsis TOB "CaHoi- YkpaiHa EiA. HatTepmaHH HimeuumHa/ | BHECEHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny bes UA/10145/01/01
MIHI opasibHa, Ne20: no ABEHTIC eHa Caiii. F'm6X, ITanis - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKHA N13. peyenma
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
43mMn(6r)y YkpaiHa" HimeyuunHa; CaHodi 3anponoHoBaHo: Po3ain «MapkyBaHHS» BignosigHo fo
cawe; no 20 cawe C.n.A, Itanis 3aTBEPKEHOrO TEKCTY MapKyBaHHA. OHOB/IEHHS TEKCTY
Y KapTOHHiIl MapKyBaHHS! YNakoBKU iKapCbKOro 3acoby 3 BHECEHHAM
KopooLi iHchopMaUii WoA0 3a3HAaYEHHS OAUHULb BUMIPOBAHHS Y
cucTemi Sl. BBeeHHs1 3MiH NpoTArom 6-T MicauiB nmicns
3aTBEPAKEHHS
212. | MAKMIPOP TabneTku, BKPUTI MONIKEM ITanis [Jonnenb ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNy 3a UA/5045/01/01
06010HKOI0, N0 C.p.n. dapmaueyTiyi C.p.n. - 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
200 wmr, no 10 BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
TabneTok y cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX
6nicTepi; no 2 JaHnX npo cuctemy dpapmakoHarnsgy, smiHa
6nictepu B YMOBHOBaXeEHOT 0co6y, BiANOBIAAbHOI 3a 34iiCHEHHS
KapTOHHIN nayui hapMakoHarnsay; KOHTakTHOI ocobu 3 hapMakoHarnagy
3asBHMKa AN 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicHEHHSA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-aiina cuctemy hapMakoHarsisay) - 3MiHa
YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapMakoHarnag.
MponoHoBaHa pepakuis: Mrs. Gemma Jimenez Sese.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0CO6Y 3asiBHIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa KOHTaKTHOI
0cobu ynoBHOBaXXeHOT 0co6yM 3a8BHMKA, BifNoBigabHOI 3a
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
pegpakuis: CasueHko AmuTtpo CepriioBuy. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6W YNOBHOBAXEHOT
0co6u 3asiBHUKA, BiANOBIAA/IbHOI 32 34iiCHEHHS
hapMakoHarniagy B YkpaiHi. 3MiHa mMicus 34iCHEHHS
OCHOBHOI ZlifsNbHOCTI 3 hapmakoHarnsgy. 3miHa Homepa
Ta MicLle3HaxopKeHHs1 macTep-haiina cuctemu
hapmakoHarnsgy
213. | MAKMIPOP KpeMm BariHa/lbHui MONIKEM ITanis [onnenb ITanis BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/3934/01/01
KOMIN/TIEKC® no 30 ry Ty6i, no C.p.n. dapmaueyTiui C.p.n. - 3MiHM Woao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyernmom

1 Ty6i B kKOMMEKTi
3 rpagyiioBaHnM
LInpuLom y
KapPTOHHIN navuj

BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHKX NPo
cucTemy hapmakoHarnsgy (BBeeHHs y3arasibHEHUX
JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YMOBHOB&XXEHOI 0CO6MU, BigNOBIgaIbHOI 3a 34iAICHEHHS
thapmakoHarnsay; KOHTakTHOi 0cobu 3 dhapmakoHarnsgy
3asBHUKA 419 34iICHeHHA hapMakoHarnisgy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0CcOo6Y,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsag.

[MponoHoBaHa pegakuis: Mrs. Gemma Jimenez Sese.
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT 0CO6Y 3asBHIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa KOHTaKTHOI
0ocobu ynoBHOBaXeHOT 0coby 3aABHMKa, BifNoBigaIbHOI 3a
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
pegpakuis: CasueHko AmuTtpo CepriioBuy. 3miHa
KOHTaKTHUX AAHVX KOHTaKTHOT 0CO6W YNOBHOBAXEHOT
0co6u 3as1BHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy B YkpaiHi. 3MiHa mMicus 34iCHEHHS
OCHOBHOI AjsiNIbHOCTi 3 hapmakoHarnsgy. 3miHa Homepa
Ta MicLle3HaxopKeHHs1 macTep-chaiina cuctemu
thapmakoHarnagy
214. | MAKMIPOP Kpem BariHa/bHWi MONIKEM ITanis [Jonnens ITania BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/3934/01/01
KOMMNJ/IEKC® no 30 ry Ty6i, no C.p.n. $apmaueyTiui C.p.n. - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHS" B peuenmom
1 Ty6i B kOMNAeKxTi 3arBepxeHnx MKA /13. 3anponoHoBaHo: p. MapkyBaHHs
3 rpagyiioBaHnM “3rigHo 3aTBEPYKEHOrO TEKCTY MapKyBaHHA” OHOB/IEHHSA
LINPYLOM Y TEKCTYy MapKyBaHHA yNakoBKW MikapCbKoro 3acoby i3
KapTOHHI nauui 3a3Ha4YeHHSAM MiXKHapOAHUX MO3HAaYeHb OAUHULIb
BUMIpIOBaHHA BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
215. | MAKPOLEE®D NOPOLLOK A/15 IDKEHODAP Benvka HCMNC Xeb6eit Kutaii BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu || - UA/8972/01/01
NpUroTyBaHHsA MNTA BpuTaHis XyaMiH TUMy - 3aMiHa BMpo6Huka A®| LiechonepasoHy Hatpiii
pPO34mMHy ang dapmacboTikan NCPC Hebei Huamin Pharmaceutical Company Limited,
iH ekuii, 500 KomnaHi flimiteq China Ha Suzhou Dawnrays Pharmaceutical Co., Ltd.,
Mr/500 mr in bulk: China 3 HapaHHsAM MalicTep-chaiina Ha AdI.
no 10 chnakoHiB 3 3anponoHoBaHo: Suzhou Dawnrays Pharmaceutical Co.,
NOPOLLKOM Y Ltd., China Cywkoy [ayHpeiiz ®apmacbtoTikan Ko., /174.,
rpynogiii Tapi i3 Kutaii
KapTOHY
216. | MAKPOLE® NOPOLLOK A5 IDKEHODAP Benvka HCIC Xe6eit Kutaii BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu |1 - UA/8972/01/02
NpUroTyBaHHs MANTA BputaHis XyamiH TUMy - 3aMiHa BMpo6Huka A®| LiechonepasoHy HaTpii
pO34nHy Ans PapmacbloTikas NCPC Hebei Huamin Pharmaceutical Company Limited,
iH ek, 1000 KomnaHi fMlimiteq China Ha Suzhou Dawnrays Pharmaceutical Co., Ltd.,
Mr/1000 wr in bulk: China 3 HagaHHsAM MalicTep-chaiina Ha AdI.
no 10 cpnakoHiB 3 3anponoHoBaHo: Suzhou Dawnrays Pharmaceutical Co.,
NOPOLLIKOM Y Ltd., China Cywkoy fayHpeii3 ®apmacbtoTikan Ko., N114.,
rpynogii Tapi i3 Kutai
KapTOHY
217. | MAKPOLE® NOPOLLOK A/1A IDKEHODAP Benuka HCIC Xebeit Kutai BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu || 3a UA/8973/01/01
NPUroTyBaHHsA M ITA BpuTaHis XyamiH MMy - 3aMiHa BMpOG6HMKa Ad| LlechonepasoHy HaTpii peyernmom
PO34mnHy Ans dapmacbloTikan NCPC Hebei Huamin Pharmaceutical Company Limited,
iH ekuiid, 500 KomnaHi Mimiteq, China Ha Suzhou Dawnrays Pharmaceutical Co., Ltd.,

mr/500 mr no 1
abo no 5, abo no
10 dhnakoHis 3

China 3 HagaHHsAM MalicTep-chaiina Ha API.
3anponoHoBaHo: Suzhou Dawnrays Pharmaceutical Co.,
Ltd., China Cyuxoy [ayHpeliz ®apmacbtoTikan Ko., 114,
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
MOPOLLKOM Yy naui KnTaii
3 KapTOHY
218. | MAKPOLE® NOPOLLOK A/15 IDKEHODAP Benvka HCMNC Xeb6eit Kutaii BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepiasiB: 3miHu |l 3a UA/8973/01/02
NpUroTyBaHHsA MNTA BpuTaHis XyaMiH TUMy - 3aMiHa BMpo6Huka APl LiechonepasoHy HaTpiii peyenmom
pO34nHy Ans dapmacbloTikan NCPC Hebei Huamin Pharmaceutical Company Limited,
iH ekuin, 1000 KomnaHi fimiteq China Ha Suzhou Dawnrays Pharmaceutical Co., Ltd.,
Mr/1000 mr no 1 China 3 HagaHHsAM MalicTep-chaiina Ha AdI.
a6o no 5, abo no 3anponoHoBaHo: Suzhou Dawnrays Pharmaceutical Co.,
10 chnakoHis 3 Ltd., China Cyuxoy [ayHpeliz ®apmacbtoTikan Ko., N174.,
MOPOLLKOM Yy naui KnTaii
3 KapPTOHY
219. | MEPOMNEHEM- NOPOLLOK A4/1A Mictpan AHrnis Bnpo6HMLTBO, ITania BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/16112/01/01
BICTA NPUroTyBaHHs Kenitan nepBrHHe Ta TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHA HalMeHyBaHHs peyenmom
PO34nHY Ans MeHemKMeHT BTOPVIHHE Ta/abo agpecun Micus NPOBaKEHHS AisNbHOCTI
iH eKuii no 500 wmr, NimiTen nakyBaHHs, BMpO6HUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
1 a6o 10 KOHTPO/Tb SIKOCTI, BK/IKOYAOUN AiNIbHULI BUMYCKY cepii abo micue
(hN1aKoHIB 3 BUNYCK cepil: NpoBeAEeHHSA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
NOPOLLIKOM Y ALC NOB®AP BiiNOBIAaE BUPOGHMK/iMNOPTEP, BKIOYAKOUN BUMYCK Cepild)
KapTOHHI KOpooL;i C.N.A., Itanis; 3MiHa Ha3BW BMPOGHYMKA, 6€3 3MiHK MicL BUPOOHMLTBA:
Brpo6HMLTBO Ta BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicns
KOHTPO/Ib AKOCTI 3aTBEPMKEHHA. 3MiHU | TUNY - 3MiHW 3 SKOCTi. FOTOBWIA
CTepW/IbHOT CyMiLui: NiKapcbKuiA 3aci6. 3mMiHM y BUPO6bHMLUTBI. 3amiHa abo
ALIC JOBDAP BBEAEHHSA 00AATKOBOI AiNbHULI BUPOGHMLTBA ANS
C.MN.A., ITANA YyacTuHV abo BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKapcbKoro 3acoby (4iNbHMLSA, Ha SiKii NpoBoAATLCA 6yab-
AKi BUPOGHWYI CcTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPOJIIO SIKOCTi Ta BTOPMHHOIO NakyBaHHA AN
CTEepPW/IbHMX JiKapCbKMX 3ac06iB (BKItOHatouy BUPOHIEHi
acenTUYHUM METOAOM), KpiM Nikapcbkrx 3acobiB
6i010r4YHOro/iMyHOOMNYHOrO MOXOPKEHHS) BBEAEHHS
[,04aTKOBOT BUPOOHUYOT AiNbHUL, BiANOBIAa/IbHOT 3a
BMPOGHULITBO Ta KOHTPOJIb SIKOCTi CTepubHOi cymiwi ALLC
OOB®AP C.IN.A., ITANIA: BBeAeHHSA 3MiH NPOTArom 6-Tu
MiCsILiB MiCNsi 3aTBEPAKEHHS
220. | MEPONEHEM- NOPOLLOK A/1A MicTpan AHrnisA Bupo6HuuTBO, ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16112/01/02
BICTA NpUroTyBaHHsA Kenitan nepBrHHe Ta ™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
PO34mnHy Ans MeHemKMeHT BTOPUHHE Ta/abo agpecy MicLs NPOBaXEHHS Ais/IbHOCTI
iH eKuii no 1000 NimiTen nakyBaHHs, BMpOGHUKa/iMNopTepa roToBoro Jlikapcbkoro 3acooy,
mr, 1 a6o 10 KOHTPO/Ib SIKOCTI, BK/IHOUAOUN AiNbHULI BUMYCKY cepii abo micue
dhnakoHiB 3 BWMYCK Cepil: NpoBeLEHHS KOHTPOJTI AKOCTI. (AISNbHICTb, 3a AKy
NOPOLLKOM Y AUC NOB®AP BiANOBiAAa€e BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepild)
KapTOHHi Kopo6bLy C.N.A., Itanis; 3MiHa Ha3BW BMPOGHUWKA, 6e3 3MiHM Micus BUPOOHULTBA:

Brpo6HMLTBO Ta
KOHTPO/Ib SIKOCTi

CTEPUSIBHOI CyMiLLli:

ALC JOBOAP
C.NLA., ITANISA

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUpoBHMLUTBI. 3amMiHa abo
BBEAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA A5
4yacTvHM abo BCbOro BUPO6GHUYOro npoLiecy roToBoro
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
nikapcbKoro 3acoby (AiNbHULS, Ha sKili NpoBOASATLCSA OyAb-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPOJIH0 AKOCTi Ta BTOPUHHOTO MakyBaHHA A1
CTepU/IbHUX NiKapCbKUX 3ac06iB (BKIOYatouy BUPOOIEHi
acenTUYHYM METOAOM), KPiM NiKapCbKnx 3acobis
6i010riYHOro/iMyHO/ONYHOTO MOXOPKEHHS) BBEAEHHS
[04aTKOBOT BUPOOHUYOI AiNbHULI, BiANOBIAAIbHOT 38
BMPOOHULITBO Ta KOHTPOSIb SIKOCTi CTepubHOT cymiwi ALIC
OOB®AP C.MN.A., ITANIA: BBeAeHHS 3MiH NpOTArom 6-Tu
MicsILiB Micns 3aTBepKEHHS
221. | MEPOMNEHEM- NOPOLLOK A/1A Mictpan AHrnis Brpo6HMLTBO, ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHu | Tuny 3a UA/16112/01/01
BICTA NpUroTyBaHHsA Kenitan nepBrHHe Ta - 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta peyenmom
pO34nHy Ans MeHempKMeHT BTOPVIHHE chapmakoHarnsgy. 3MiHW y KOpoTKili xapakTepucTui
iH eKuii no 500 wmr, Nimiteq nakyBaHHs, nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
1 a6o 10 KOHTPO/Tb AKOCTI, MeJUYHOrO 3aCTOCYBaHHS
(hNakoHiB 3 BUNYCK cepil: reHepuYHUX/riopuaHnx/6ionofibHMX Nikapcbknx 3aco6is
NOPOLLIKOM Y ALC JOB®AP nicns BHeCEHHs Tiel camoi 3MiHN Ha ped)epeHTHWIA
KapTOHHI Kopo6Lli C.N.A., ITanis; npenapar (3mMiHa He NoTpebye HagaHHsA XOOHUX HOBUX
Bupo6bHuLTBO Ta [04aTKOBUX JaHuX). 3MiHW BHECEeHi A0 IHCTPYKLi Ans
KOHTPO/Ib SAKOCTI MEeAMYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby y po3gin
CTepPW/IbHOI CyMiLLi: "Moka3saHHA" Ta po3ainu: "®apmakosoriyHi BNacTuBocCTi",
ALC JOB®AP "B3aemogia 3 iHWKMK Nikapcbkumm 3acobamu Ta iHWi B1uav
C.N.A., ITANA B3aemogiin", "OcobmBocCTi 3acTocyBaHHsA" (Y T. 4.
"3paTHICTb BNAMBATMY Ha LWBUAKICTb peakLil Npy KepyBaHHi
aBTOTPaHCMOPTOM abo iHWMMKN MexaHidmamun'), "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiuHi peakwyii” BigNoBIigHO A0
iHchopMmaLii pedhepeHTHOro slikapcbkoro 3acoby
MEPOHEM. BBefieHHs 3MiH NpOTAromM 6-tu micsAuiB nicns
3aTBEPMAKEHHS.
222. | MEPOMNEHEM- NOPOLLOK A/1A MicTpan AHrniA Brpo6HMLTBO, ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/16112/01/02
BICTA NpUroTyBaHHsA Kenitan nepBuHHE Ta - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
PO34MHy AN MeHemKMeHT BTOPUHHE hapMakoHarnisgy. 3MiH1 y KOpOoTKili XapakTepucTuuj
iH ekuii no 1000 Nimiteq nakyBaHHs, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
mr, 1 a6o 10 KOHTPO/Ib AKOCTI, MeMYHOro 3aCTOCyBaHHS
(hNakoHiB 3 BUNYCK cepil: reHepuYHUX/ribpnaHNx/6ionodibHMX Nikapcbknux 3aco6iB
NOPOLLKOM Y AUC JOB®AP nicns BHECEHHA Tiel camoi 3MiHU Ha ped)epeHTHWIA
KapTOHHi KopobLyi C.MN.A,, ITanis;

Bupo6HMLTBO Ta
KOHTPO/1b SIKOCTI

CTEPW/IBHOI CYMiLLIi:

ALC JOBOAP
C.NA., ITANA

npenapar (3mMiHa He NoTpebye HafaHHS XOAHUX HOBUX
[04AaTKOBUX JaHKX). 3MiHW BHECEeHi A0 IHCTPYKLi A5
MeJIMYHOro 3aCTOCYBaHHS NlikapcbKoro 3acoby y po3ain
"MokasaHHs" Ta po3ainu: "®apmakosioriyHi BNacTueocTi",
"B3aemMogis 3 iHWMMM NiKapCbKUMm 3acobamm Ta iHLWi BUAn
B3aemogii", "OcobmBoCTi 3acTocyBaHHsA" (Y T. 4.
"3paTHICTb BN/IMBATU Ha LIBUAKICTL peakLil npy KepyBaHHI
aBTOTPAHCMOPTOM abo0 iHWMMK MexaHiamamun'), "Cnoci6
3acTocyBaHHs Ta fo3u", "Mob6iuHi peakuyii” BignoBigHO 40
iHbopmaLii pechbepeHTHOro nikapcbkoro 3acoby
MEPOHEM. BBefeHHs 3MiH NPOTAromM 6-Tu MicsiuiB nicns
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n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
3aTBEPAKEHHS.
223. | METANISE® niogpinizat gna BepiHrep HimeuunH Bepinrep HimeuunHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/8168/01/01
PO34MHyY Ans IHrenbxaim a IHrenbxaiim ®apma - OHOBJ/IEHHA TEKCTY MapKyBaHHA YNakoBKM /liKapCbKOro peyernmom
iH'ekyii no 10 000 IHTEpHELUHN v6X i Ko. KI 3aco6y 3 BHECEeHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
Of (50 mr), 1 M6X OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHsA 3MiH
hNakoH 3 NPOTArOM 6-TW MICALIB NIiC/A 3aTBEPMKEHHS; 3MiHW | Tuny -
niocpinizatom Ta 1 3amiHa po3gainy «padivHoro 306paXeHHs ynakoBkM» Ha
wnpu, 3 po3gin «MapkyBaHHs1» B MK J13: 3anponoHoBaHoO:
PO3YMHHMKOM NO MapkyBaHHs 3rigHO 3aTBEPAKEHOMY TEKCTY MapKyBaHHS.
10 mn (Boga ansa BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
iH'eKUin) y 3aTBepKEHHS
KOMM/IEKTI 3i
CTepuIbHUM
nepexigHnum
NpUCTPOEM A/1A
hnakoHa Ta
CTEPWUIbHO
0/1HOPa30BOI0
TrONKOK Y
KapTOHHI Kopo6Lii
224. | MIKAPAUCHN Tabnetku, 80 BepiHrep HimeuuunH BMPOGHMLITBO, HimeuumHa/ | BHeCEHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 3a UA/0465/01/02
HOC® mr/12,5 mrno 7 IHrenbxaiim a nepBuHHE Ta Ipeuis - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNaKoBKY JliKapCbKOro peyenmom
Tabnetok y IHTEpPHELHN BTOPUHHE 3aco6y 3 BHECEeHHsM iHhopMaLii LWoA0 3a3HauYeHHs
6nicTepi; no 4 M6X nakyBaHHs, OAVHULb BUMIPIOBAHHSA Y cucTtemi Sl. BBeeHHs 3MiH
6nictepu y KOHTPO/b AKOCTi Ta npoTArom 6 micAuiB nicns 3aTBepKeHHs; 3MiHun | Tuny -
KapTOHHI KOpoOL;ji BMNYCK cepil: BHECEHHS 3MiH 40 po3ainy “MapkyBaHHA" MKA 13:
BepiHrep 3anponoHoBaHo: MapkyBaHHS. 3rilHO 3aTBEePAKEHOro
IHrenbxaiim ®apma TEeKCTy MapkKyBaHHs. BBefieHHs1 3MiH NpoTArom 6 micsiuis
m6X i Ko. KT, nicns 3aTBEPAKEHHS
HimeuunHa,;
Bepixrep
IHrenbxainvm Ennac
A.E., Mpeuis
225. | MINAPOHAT® po3yvH ans AT "I'piHaekc" NaT.is AT "IpiHaekc", Nartsis/ BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHW | TUNY 3a UA/3419/01/01
iH'ekyin, 0,5 r/5 mn NatBisl (BUPOGHMK, CnoBay4nHa - OHOBJ/IEHHSI BXE 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS peyenmom
no 5 mny amnyni; SIKWIA BignoBigae 3a NepBUHHOI Ta BTOPUHHOI ynakoBku J13 (BHECEHHS
no 5 amnyny BUMNYCK cepil, No3Ha4YeHb OMHULb BUMIPIOBAHHS, 3 BUKOPUCTaHHAM
KOHTYPHIl BK/IHOHAK0UM niTep naTtuHCbKoro andasiTy, Towo). BBeAeHHS 3MiH
YapyHKOBIli KOHTPO/b NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS
ynakosLi cepii/sunpobyBaHHs)
(nigpoHi); no 2 abo ; XBM ®dapwma c.p.o.,
4 KOHTYpHI CnosayuunHa (BCi
YapyHKOBI cTagii BUpobHU4oro
yrakoBKM npouecy, Kpim
(nigooHn) B navui BUNYCKy cepii)
3 KapTOHY
226. | MOKCU®DNIOKC | TabneTtku, BKpUTI TOB YKpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHuX maTtepianiB: 3miHu | Tuny 3a UA/16662/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
ALVH- 060/10HKO0, NO "OAPMEKC reyn" - OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peyernmom
PAPMEKC 400 mrno 5 reyn" 3aco6y 3 BHECEHHAM iHGhopMaLii LWOA0 3a3HauYeHHs
Tabnetok y OAVHULb BMMIpOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
6nictepi, no 1 a6o pOTAroM 6-Tu MicALIB NicNs 3aTBEPKEHHS
2 6nictepu B
KapTOHHil
Kopo6ui; no 10
Tabnetok y
6nicTepi, no 1
6nictepy B
KapTOHHI Kopo6Lii
227. | MOP®IH-3H Tabnetkv no 5 mr; ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/5174/02/01
no 10 Tabnetok y 06MEXEHO 06MmexXeHo TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peuenmom
6nicTepi; no 1 abo BiANOBIAa/TbHI BiANOBIAABLHICTIO cepTudikaT BignoBigHOCTI EBponenchkiii
no 5 6nictepiB y CTHO "XapkiBCcbke thapmakonei/MoHorpadii. NogaHHs HoBOro abo
KOpOoO6Li 3 KAPTOHY "XapkiBcbke hapmaLeBTuyHE OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
thapmaueBTUy nignpYeMCTBO cepTudikaTa BiANOBIAHOCTI EBpoNelickkiin hapmakonei:
He "3p0p0oB'A Hapoay" onsa A®l; ana BuxigHoro martepiasny/peareHTy/npoMikKHOro
nignNpUeEMCTBO NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
"3p0poB's [OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
Hapoay" €Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
HOBOrO BMpO6HMKA (3amiHa ab0o AONOBHEHHS) - MNoAaHHsA
HOBOro cepTudikaTa BifnoBiAHOCTI Bif HOBOTO BUPOGHUKA
A®I, Cneyudpikalis Ta METOAW KOHTPOSO Ccy6CTaHLil
[LOMoBHeHI 3rigHo HoBoro CEP, 3atBepmkeHo: Macfarlan
Smith Limited, United Kingdom, 3anponoHoBaHo:
Macfarlan Smith Limited, United Kingdom, ALCALIBER
S.A.U., Spain CEP R1-CEP-2007-104-Rev 02.
228. | MOP®IH-3H Tabnetku no 10 ToBapucTBO 3 YKpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux matepiasis: 3MiHu | 3a UA/5174/02/02
mr; no 10 obMexeHo 06MexeHo TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/IE- peuyenmom
Tabnetok y BiANOBIAa/TbHI BiANOBIA&LHICTIO cepTudikaT BigNoBigHOCTI €BpoONeNChkii
6nictepi; no 1 abo cTHO "XapkiBcbke hapmakonei/moHorpadii. NMogaHHs HOBOro abo
no 5 6nictepiB y "XapkiBcbke hapmaueBTUyHE OHOBJIEHOrO cepTudpikaTta BiANOBIAHOCTI ab0 BUNYYEHHS
KOpOO6L 3 KAPTOHY thapmaueBTny nigNPUEMCTBO cepTudcpikaTa BignoBiaHOCTI EBponeiickbkilt hapmakoner:
He "3p0p0oB's Hapoay" onsa A®l; ona BuxigHoro martepiany/peareHTy/npoMiKHOTo
nignpreMcTBO NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADL; Ans
"3a0poB's [OMOMDKHOT peyoBUHY (cepTudikaT BiAnoBigHOCTI
Hapogay" €ponelicbkili hapmakonei) - HoBuii cepTudikar Big
HOBOrO BMPOGHMKA (3aMiHa abo [ONOBHEHHS) - MoaaHHs
HOBOro cepTudikarta BifnoBiAHOCTI Bif, HOBOTO BUPOGHUKA
Adl, Cneumdikauis Ta METOAN KOHTPO/THO CyOCTaHLi
[OrMoBHeHI 3rigHo HoBoro CEP, 3atBepmkeHo: Macfarlan
Smith Limited, United Kingdom, 3anponoHoBaHo:
Macfarlan Smith Limited, United Kingdom, ALCALIBER
S.A.U., Spain CEP R1-CEP-2007-104-Rev 02.
229. | MOP®IHY po3yvH ans TOB Ykpaina TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/5174/01/01
rAPOXNOPUA, | iH'ekuin 1 %, mo 1 "XapkiBcbke hapmMaLeBTUyHE TMny - 3MiHK 3 sikocTi. CepTudpikar BignosigHOCTI/IE- peyenmom
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
M/1 B amnyni; no 5 hapmaueBTny nigNPUEMCTBO cepTudikaT BignoBigHOCTI EBponeichkiii
amnyn y énictepi; He "3p0p0oB's Hapoay" hapmakonei/moHorpadii. NMogaHHa HoBoOro abo
no 1 a6o 2, a6o 20 | migNPUEMCTBO OHOBJIEHOrO cepTudikaTa BiAMNOBIAHOCTI @60 BUTyYEHHS
6nictepiB y "340poB's cepTudpikaTa BignoBiAHOCTI E€Bponeiickbkilt hapmakoner:
KOpOO6Li 3 KapTOHY Hapoay" ana A®l; ans BuxigHoOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BignoBigHOCTI
€sponelicbkin hapmakonei) - HoBuii cepTudikar Big,
HOBOrO BMPOGHMKa (3aMiHa abo [ONOBHEHHS) - [ogaHHsA
HOBOrO cepTudikaTa BignoBiAHOCTI Big HOBOTO BUPOGHMKA
Adl, Cneumdikauis Ta METOAN KOHTPO/TKO Cy6CTaHLi
[OMNoBHeHiI 3rigHo HoBoro CEP, 3atBepaxeHo: Macfarlan
Smith Limited, United Kingdom, 3anponoHoBaHo:
Macfarlan Smith Limited, United Kingdom, ALCALIBER
S.A.U., Spain CEP R1-CEP-2007-104-Rev 02
230. | HASIK® cnpeii HasanbHUlA, | Kaccenna-men | HimeuunH Knoctepdpay HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNYy 6e3 UA/9132/01/01
po3unH no 10 mny | 'm6X eHg Ko. a Bepnin M'm6X - 3MiHM WoAo 6e3neku/ehekTVBHOCTI Ta chapmakoHarnagy. peyenma
thnakoHi; no 1 Kl BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHKX NPo
chnakoHy 3 cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
HacafKow As JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
PO3NUMEHHA Y YMOBHOBaXeEHOT 0co6U, BiANOBIAALHOI 3a 34iiCHEHHS
KapTOHHii hapMakoHarnsay; KOHTakTHOI ocobu 3 hapMakoHarnagy
Kopob6ui; no 10 mn 3asBHMKa AN 34iCHEHHA ddapmakoHarnsagy B Ykpaii,
y thnakoHi; no 1 AIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
hnakoHy pasom 3 BiANOBIAA/IbHOI 3a 34ilicCHEHHSA dapmakoHarnsgy
dhikcoBaHoO (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
HacafKow Ans MacTep-aiina cuctemy papMakoHarsisay) - 3mMiHa
PO3NWMEHHA B KOHTaKTHOI 0CO6U YNOBHOBAXEHOI 0CO6M 3as1BHMKA,
KapTOHHI Kopo6Lyi BiANOBIAa/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy B
YkpaiHi. fitoya pepakuis: KpaBuyH MNassio MasioBuy.
MponoHoBaHa pepakuisn: BiTkoBcbka TeTaHa BiTaniiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKkTHOI 0co6u
YMOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMoBigaIbHOI 3a
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi
231. | HASIK® ansa cnpeit HazanbHWii, | Kaccenna-meq | HimeuunH Knoctepdpay HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny bes UA/9133/01/01
DITENA po3unH no 10 mny | 'm6X eHa Ko. a Bepnin M'm6X - 3MiHM Woao 6e3neku/eheKTUBHOCTI Ta chapmakoHarnsgy. peyenma
dhnakoHi; no 1 KI BeefeHHst ab0 3MiHM [0 y3arasibHEHUX AaHuX Npo

hnakoHy pasom 3
Hacafkow ans
pO3NUNEHHS Y
KapTOHHIN
Kopo6ui; no 10 mn
y thnakoHi, no 1
hnakoHy 3
(hikcoBaHO0
Hacagkow ans

cuctemy hapMmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHuX Npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXXeHOi 0c0obK, BifANOBIfa/ILHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKkTHOi 0cobm 3 hapmakoHarnagy
3asBHMKa A5 34iiCHEHHA ddapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsay
(BKHOYAKUN KOHTAKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHi
MacTep-haiina cuctemu dhapmakoHarnsgy) - 3miHa
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PO3NUMEHHSA B KOHTaKTHOI 0CO6U YNOBHOBAXEHOI 0CO6M 3asBHMKA,
KapTOHHI Kopo6Lyi BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy B
YkpaiHi. [itova pegakuis: KpasuyH MNasno Masnosuy.
MponoHoBaHa pepakuisn: BiTkoBcbka TeTaHa BiTaniiBHa.
3MiHa KOHTaKTHMX AaHWNX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
3[iiCHEeHHs1 hapMakoHarisay B YkpaiHi
232. | HA30/® cnpei HasanbHWi TOB "BAVEP" YkpaiHa IcTiTyTO AE AHXeni ITanis BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/9483/01/01
0,05 %, no 10 mn C.p.n. - OHOBJ/IEHHSA TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peyenma
y hnakoHi 3 3acoby 3 BHECEeHHSAM iHGhopMaLii LWoA0 3a3HauYeHHs
po3npuckyBayem,; OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
no 1 dpnakoHy B NPOTArom 6-Tv MiCALiB MiCNs 3aTBEPIKEHHS
KapTOHHI KopooLli
233. | HA3ON® cnpei HasanbHuii TOB "BANEP" YkpaiHa IcTiTyTO Aie Anxeni ITanis BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 6e3 UA/9480/01/01
AABAHC 0,05%; no 10 mny C.p.n. - OHOBJIEHHS! TEKCTY MapKyBaHHS1 YNakoBKM JliKapCbKOro peyenma
hNakoHi 3 3aco6y 3 BHECEHHSIM iHchopMaLii LLoA0 3a3HaYEHHS
po3npuckyBayem; OAVHULb BUMIpOBaHHA Y cuctemi Sl. BBefeHHsA 3MiH
no 1 pakoHy B NPOTSArom 6-Ty MiCAILB MiCNsi 3aTBEPAKEHHS
KapTOHHI Kopo6Lli
234. | HATPIO NOPOLLIOK ToBapucTBO 3 YkpaiHa [tonoH HyTpiwH Hopseris BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - UA/16338/01/01
ANbIrIHAT (cybeTaHuis) y obmexeHoto Hopre AC - AOMIHICTpaTWBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
naketax BignoBigasIbHi afpecy Micus NPOBaKEHHS Ais/IbHOCTI BUPOOHMKA
naneposux 3 CTHO (BkNtOYAOUK, 3a HEOOXIAHOCTI, MicLle NPOBEAEHHS
BHYTPILWHIM "®hapmaueBTu KOHTPO/II0 AKOCTi), a0 BNacHuka mactep-caiina Ha Adl,
Lapom YHa KOMNaHis abo noctavanbHuka A®l/BnxigHoro
nonietTuneHy ans "3p0pos'a" Marepiany/peareHTy/NPOMKHOIo NPOAYKTY, L0
hapmaLeBTUYHOr 3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y
0 3aCTOCyBaHHS [0CbE Ha JlikapCcbkuii 3aci6) 3a BigCyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY [JOCbE, a60 BUPOGHMKA HOBOI AONOMIXKHOT
PEUYOBMHM (SIKLLLO 3a3HAYEHO Y AOCHE) - 3MiHA HA3BM
BUPOGHMKA Ail040T PeYOBMHU HATPIKO anbriHat, 6e3 3mMiHu
(haKTMYHOTO po3TallyBaHHsA AiNbHULI
235. | HATPIIO NOPOLLIOK TOB "TK YkpaiHa Noxe HaHbL3eLYHb Kuraii BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepianis: 3MiHu | TURy - UA/14512/01/01
AMIHOCANIUN | kpucTaniyHuii abo "ABpopa" dapmacbloTikan - BHECEHHS 3MiH A0 p. «MapKyBaHHs» 3anponoHoBaHo: Ha
NAT Kpuctanu pyn ®apmaci Ko., eTVKeTLi BKa3yloTb: iHDOpMaLito 00 TOBAPHOTO 3HaKy
(cybeTaHuis) B nra. 3asBHUKa, Ha3BY NPOAYKTY, KpaiHy BUPOGHWK, chipMy
nonieTNeHoBUxX BMPOGHMK Ta aApecy po3TallyBaHHs, HOMep napTii, Macy
MilKax gns HeTTO, AaTy BUrOTOB/IEHHS, KIHLEBUI TEPMIH
dhapmav,eBT1UHOr BUKOPWCTaHHSA, YMOBW 36epiraHHs
0 3aCTOCYyBaHHSA
236. | HATPIO po34nH ons MAT YkpaiHa MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNYy 3a UA/4131/01/01
xnoeunpg iH'ekuin 9 mr/mn no | “"Fanunychapm” - MpUBEAEHHS cneymdikayii Ta METOAIB KOHTPO/IO A/1s peyernmom

5mn a6o 10 mn B
amnyni, no 5

[0MOMIKXHOT peyoBuHY Boga ans iH'exuili 4o Bumor
MoHorpadii EP/A®Y, ailoyoro BuaaHHs, a came:




117
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3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
amnyn y énictepi, BU/TyYEHHS MOKa3HMKa «pH» Ta pefakuiiiHi yTOUHEeHHst ansi
no 2 6nictepn y nokasHuka «Mikpobio/oriYHNA MOHITOPUHI; CYNYTHSA
nauyj; no 5 mn 3MiHa: - 3MiHW 3 AKOCTi. [0TOBUIA NiKapcbkuii 3aci6.
a6o 10 mn B KOHTpPO/Ib AONOMDKHUX peYOBUH. 3MiHA Y MeTohax
amnyni, no 10 BMNPOBYBaHHSA AOMNOMDKHOI PEYOBUHM (iHLLI 3MIHU Y
amnyn y kopooui MeToAax BUMPOOyBaHHS (BKOYaKUM 3aMiHy abo
[ofaBaHHs))
237. | HATPIKO po34vH Ans MAT Ykpaina TOB chipma YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/4131/02/01
xnoeup iHdpysiin, 9 mr/mn; "Tanuudapm” "HoBohapm- - NpUBeAEHHS cneumndikayii Ta MeToAiB KOHTPOSIO A1 peyenmom
no 100 mn, 200 mn BiocuHTes", YkpaiHa,; [OMOMIXHOT peyoBUHY Boga ans iH'exuili o sumor
a6o 400 mn B MAT "Fanuudpapm” MoHorpadii EP/A®Y, fitoyoro BuaaHHs, a came:
NAAWKax CKASHUX BU/TyYEHHS MOKa3HMKa «pH» Ta pefakuiiiHi yTOUHEeHHS Ans
nokasHuka «Mikpob6ionoriuHNA MOHITOPUHI»; CYNyTHS
3MiHa: - 3MiHM 3 AKOCTi. FOTOBWMIA NiKapcbKkuii 3acio.
KOHTPO/Ib AONOMDKHUX peYoBUH. 3MiHa Y MeTodax
BUNPOBYBaHHS [ONOMDKHOT peqOBUHM (iHLUI 3MiHW Y
MeToAax BUMPOOyBaHHS (BKOUaum 3aMmiHy abo
[00aBaHHSA))
238. | HEMPAKCUH® po3ynH ans AT "Kanuekc" NaT.is AT "I'piHaekc", Nartsis/ BHECEHHS 3MiH 10 pEECTPALiiHNX MaTepianiB: TEXHIUHA 3a UA/16907/01/01
B iH eKuii no 2 mn B NatBisi (BUPOOHMK, CnoBayumHa nomMusIKa B iHCTPYKLUIT 415 MeAMYHOro 3acTocyBaHHs /13 peyenmom
amnyni; no 5 SIKWIA BignoBigae 3a (mata Hakazy MO3 YkpaiHn) 3anponoHosaHo: 30.08.2018
amnyn y KOHTYpHIiA KOHTPO/b Ne 1572
YapyHKOBIl cepii/BMNpodyBaHHs) 3a3HayeHe BUMpaB/IeHHSA BignoBigae marepianam
ynakoBLj ; AT "Kanuekc", peecTpaLiiHoro [0ChE.
(nigooHi); no 1 abo NatBis (BUPOOHUK,
2,a605 KWl BigNoBigae 3a
KOHTYPHMX Bunyck cepii); XbM
YapyHKOBUX $apma c.p.o.,
yNakoBOK CnoayumnHa (BCi
(nigooHiB) y navuyi cTagii BUpobHU4oro
3 KapToHYy npotecy, Kpim
BUMYCKY cepii)
239. | HEO-AHIH® NbOASAHUKM, N0 8 [vBadapma HimeuuunH [unsachapma M'm6X, HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/7673/01/01
BE3 LLYKPY NbOASHUKIB Y 6X a HimeuunHa,; - NOAAHHS HOBOrO cepTudpikata BigNoOBIAHOCTI peyenma
6nicTepi; no 2 Knoctepdppay €Bponelicbkin hapmakonei RO-CEP 2012-343-Rev 01 Big,
6nictepu B BepniH 'm6X, BXE 3aTBEpP/KEHOro BUpobHuKa anst AdI
KapTOHHiiA HimeuunHa aminimeTakpes0/y 3i 3MiHOI Ha3BU BUPOOHYKa i3 ArEx
Kopob6ui; no 12 Laboratories Pvt. Ltd., IHAis Ha BioXera Pharma Pvt. Ltd,
NbOOSAHUKIB Y IHAis; 3MiHW | TUNY - NogaHHA HOBOro cepTudikara
6nicTepi; no 2 abo BiNOBIAHOCTI €Bponelickkiin thapmakonei RO-CEP 2014-
no 4 6nictepu B 346-Rev 00 Bif BXe 3aTBEpAXEHOro BUpobHuka ans Adl
KapTOHHI KopooLli 2,4 - pxnop6eH3nI0BOro CNUPTY 3i 3MIHOK Ha3BU
BMPOGHUMKa i3 ArEx Laboratories Pvt. Ltd., IHais Ha BioXera
Pharma Pvt. Ltd, IHgis
240. | HOOBYT® IC NOPOLLOK A5 ToBapucTBO 3 YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHMX MaTepianis: 3MiHu | TUNYy 6e3 UA/8831/02/01
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100 opasibHOro [04aTKOBOO [08aTKOBOO - OHOB/IEHHA TEKCTY MapKyBaHHA YNakoBKM NiKapCbKoro peyenma
po3yuHy, 100 BiANOBIAA/TbHI BiANOBIA&LHICTIO 3ac06y 3 BHECEHHAM iHthopMal,ii LWoA0 3a3HaYEeHHS
mr/go3y no 2,5ry CTiO "IHTEPXIM" OAVHULb BMMIpOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
cawe; no 10 cawe "IHTEPXIM" NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS
y naui 3 KapToHy
241. | HOOBYT® IC NOPOLLOK AN ToBapucTso 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/8831/02/02
500 opasibHOro [04aTKOBO [08aTKOBOIO - OHOBJ/IEHHA TEKCTY MapKyBaHHA yNakoBKM /liKapCbKOro peyenma
po3uunHy, 500 BignoBigasIbHI BiANOBIA&/IbHICTIO 3aco6y 3 BHECEeHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
mr/gosy, no 2,5ry CTIO "IHTEPXIM" OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHsA 3MiH
cawe; no 10 cawe "IHTEPXIM" NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS
y nauui 3 KapToHy
242. | HYPO®EH® TabneTku, BKpUTI PekkiTT Benuka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 6e3 UA/6313/02/02
060J10HKOHO, MO BeHkizep BpuTaHis Xenckep BpuTaHis - 3MiHK Wo[o 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay peuyenma
200 wmr; no 6 Xernckep IHTEepHeLWwHN NlimiTeq, (iHLLI 3MiHW) - OHOBJIEHHA TEKCTY MapKyBaHHS yrnakoBKU
Tabnetok y IHTepHeLwHn NiKapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii Wwoao
6nictepi; no 1 NimiTeq 3a3HaYeHHs OAMHULL BUMIPIOBaHHS y cuctemi Sl.
6nictepy B BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicns
KapTOHHiiA 3aTBEPAKEHHS
Kopo6bui; no 8
Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHii
Kopo6ui; no 12
Tabnetok y
6nicTepi; no 1 abo
2 6nictepu B
KapPTOHHI KopobUi
243. | HYPO®EH® TabneTku, BKPUTI PekkiTT Benuka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/6313/02/01
DPOPTE 060/10HKOI0, N0 BeHkizep BputaHis Xenckep BputaHis - 3MiHM Woao 6e3nekun/ehekTVBHOCTI Ta dhapmakoHarnagy peyenma
400 mr no 12 Xenckep IHTepHewHn Niviteq (iHLWi 3MiHW) - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKu
Tabnetok y IHTEepHELHN nikapcbKoro 3acoby 3 BHECEHHAM iHhopmMalii Lwoao
6nicTepi; no 1 Nimiteq 3a3Ha4YeHHs OAVHULb BUMIPOBaHHSA Y cuctemi Sl.
6nictepy B BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
KapTOHHI KopooLli 3aTBEPIKEHHS
244. | OKCUNPOrEC po34nH gns TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/3616/01/01
TEPOHY iH'EKLi oniHWA, "BIOGAPMA" "BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta chapmakoHarnagy. peyenmom
KAMPOHAT 12,5%; no 1 mn B BBeneHHs1 abo 3MiHU [0 y3arasibHEHUX JaHWX Npo

amnyni; no 5
amnyn y 6nictepi;
no 2 6nictepu B
nauuj 3 kKapToHy

cucTemy hapmakoHarnsgy (BBefeHHs y3arasibHEHNX
AaHuX Npo cuctemy apmakoHarnisgy, smiHa
YNOBHOBaXEHO!T 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3a8BHMKa AN 34iiCHEHHSA ddapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHA hapmakoHarasay
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(BK/THOYAKOUMN KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemy papmakoHarnisgy) - 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
pegakuist — Mpycbkuii CTaHicnas Bonogmmuposuy. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
245. | OKCUTOUUNH po3unH gns TOB "®3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/1888/01/01
iH'ekuiii, 5 MO/mn; "BIOPAPMA" "BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta chapmakoHarnagy. peyenmom
no 1 mn B amnyni; BBeeHHst ab0 3MiHM 0 y3arasibHeHUX AaHux Npo
no 5 amnyny cucTemy hapmakoHarnsgy (BBefeHHS y3arasibHEHNX
6nicTepi; no 1 abo [aHnX Npo cuctemy dpapmakoHarnsagy, amiHa
2 6nictepu y navuj YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
3 KapTOHY thapmakoHarnsgy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3asBHMKa AN 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHi
MacTep-halina cuctemy hapMakoHarnisay) - amMiHa
YNOBHOBAXXEHOT 0COOU 3asiBHMKA, BignoBigasibHOI 3a
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
pepakuisi — Mpycbkuii CTaHicnas BonoarMuposuy. 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/IbHOI 32 34iicCHEHHA dhapmakoHarnsagy
246. | ONTAP® 2 MI' TabneTkv no 2 mr, MeHapiHi NMokcemby A. MeHapiHi ITanis/ IHQiS | BHECEHHS 3MiH A0 peecTpauiliHixX maTepiasis: 3MiHu | Tuny 3a UA/6108/01/02
no 30 TabneTok y IHTEepHeLLoHan pr MaHydhakTypiHr - BHECEHHS 3MiH A0 po3giny “MapkyBaHHs” MKHA 113" peyenmom
6nicTepi; no 1 abo OnepeiiwoHc NoricTikc eHp 3anponoHoBaHo: MapkyBaHHS. BignoBsigHo [0
no 2 6nictepu B NMokcembypr Cepsicec C.p.J1., 3aTBEPKEHOr0 TEKCTY MapKyBaHHS Ta OHOBJ/IEHHSA TEKCTY
KapTOHHI KOpoOL;i C.A. ITanis (BMpo6bHMUTBO MapKyBaHHS YNakoBKM JTiKapCbKOro 3ac00y 3 BHECEHHSIM
"in bulk", kKiHUeBe iH(hopMmaLii WoA0 3a3HaYeHHSA OAUHULb BUMIPOBAHHS Y
nakyBaHHs1, BUMYCK cucTeMi Sl. BBefieHHs1 3MiH NpoTArom 6-T MicauiB nicns
cepiin); A. MeHapiHi 3aTBEPAKEHHS
MaHydakTypiHr
NoricTikc eHf
Cepsicec C.p.J1.,
ITanis (KOHTponb
cepii); YCB MpaiiBeT
Nimitea, IHgjs
(BMPOGHMLTBO "in
bulk")
247. | ONNITAP® 3 MI' Tabnetkv no 3 mr, MeHapiHi NMokcemby A. MeHapiHi ITanis/ IHQjs | BHECEHHs 3MiH A0 peecTpauiliHix MaTtepianis: 3miHu | Tuny 3a UA/6108/01/03
no 30 TabneTtok y IHTepHeLLoHan pr MaHyakTypiHr - BHECEHHS 3MiH A0 po3gainy “MapkyBaHHsA" MKHA 113" peyenmom
6nicTepi; no 1 abo OnepeiiwoHe NoricTikc eHp 3anponoHoBaHo: MapkyBaHHs. BignosigHo Ao
no 2 6nictepu B Niokcembypr Cepsicec C.p.J1., 3aTBEPAKEHOIO TEKCTY MapKyBaHHS Ta OHOB/IEHHS TEKCTY

KapTOHHI Kopo6Lli

ITanis (BUpO6GHULTBO

MapKyBaHHS1 yNakoBKM NiKapCbKoro 3aco6y 3 BHECEHHSIM
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
"in bulk", kKiHLeBe iHchopMaLii WoA0 3a3HAaYEHHSA OAUHULb BUMIPOBAHHS Y
nakyBaHHs, BUMYCK cucTemi Sl. BBeeHHs1 3MiH NpoTArom 6-T MicauiB nicas
cepiid); A. MeHapiHi 3aTBEPMKEHHS
MaHyakTypiHr
NoricTikc eHf
Cepgicec C.p.J1.,
ITanis (KOHTpoNb
cepii); YCB NpaiiBeT
NimiTen, IHgjsa
(BUPOGHMLTBO "in
bulk")
248. | ONTAP® 4MI Tabnetku no 4 mr BEPNIH-XEMI HimeyuunH A. MeHapiHi ITanis/ IHQja | BHeECEeHHs 3MiH A0 peecTpauiliHix MaTtepianis: 3miHu | Tuny 3a UA/6108/01/04
no 30 TabneTok y Al a MaHydakTypiHr - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA N13. peyenmom
6nicTepi; no 1 NoricTikc eHa 3anponoHoBaHo: MapkyBaHHs. BignosigHo Ao
6nictepy B Cepsicec C.p.J1., 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. Ta OHOBJ/IEHHSA TEKCTY
KapTOHHI Kopo6Lli ITanis (BMpo6HMLTBO MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHAM
"in bulk", nakyBaHHs, iHchopmauii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS Y
BUNycK cepii); A. cucTtemi Sl. BBeeHHs 3MiH NPOTAroM 6-Tm micAuiB nicns
MeHapiHi 3aTBEPAKEHHS
MaHythakTypiHr
NoricTikc eHg
Cepsicec C.p.J1,,
ITanis (KoHTposb
cepii); Aomne
dapmaveyTiui
C.n.A,, ITanis
(KOHTpO/Ib cepil)
249. | ONTAP® 6MI Tabnetku no 6 mr BEPNIH-XEMI HimeuunH A. MeHapiHi ITanis/ IHQiS | BHECEHHS 3MiH A0 peecTpauiliHixX maTepiasis: 3MiHu | Tuny 3a UA/6108/01/05
no 30 TabneTok y Al a MaHydhakTypiHr - BHECEHHSI 3MiH A0 po3giny «MapkyBaHHs1» MKA N13. peyenmom
6nicTepi; no 1 NoricTikc eHp 3anponoHoBaHo: MapkyBaHHS. BignosigHo [0
6nicTepy B Cepsicec C.p.J1., 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. Ta OHOB/IEHHSA TEKCTY
KapTOHHI KOpooL;i ITanis (BMpo6bHMLUTBO MapKyBaHHS YNakoBKM JliKapCbKOro 3ac00y 3 BHECEHHSIM
"in bulk", nakyBaHHs, iH(hopMauii WoA0 3a3HaYeHHSA OAUHULb BUMIPOBAHHS Y
BUMNYCK cepii); A. cuctemi Sl. BBeJEHHA 3MiH NPOTAroM 6-TW MicALiB nicns
MeHapiHi 3aTBEPAKEHHS
MaHydakTypiHr
NoricTikc eHf
Cepsicec C.p.J1.,
ITanis (KOHTponb
cepii); fomne
dapmaveyTiui
C.n.A,, ltanisa
(KoHTpOIb cepii)
250. | OMEHAKC® NOPOLLIOK A5 Abpun IHAjs OEMO C.A. Ipeuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny 3a UA/15268/01/01
po34nHy Ans dopmynenH3 dapmacboTikas - 3MiHM Wopo 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy. peuyenmom
iH'eKUili no 40 mMry Mner. N14. IHpgacTpi BeefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo

donakoHax Ne 1

cucTemy chapmakoHarnisigy (BBefieHHs y3araibHeHNX
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
[JaHux Npo cuctemy dpapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0C06U, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-alina cuctemy papmakoHarnisgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3asBHMKA,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy B
YkpaiHi: MponoHoBaHa pefakuis: OHWLYK Jllogmuna
BanepiiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy B YkpaiHi
251. | OPTANYTPAH® | po3uunH ans LWepiHr-Mnay LLiBeiuapi Brpo6HMUTBO HimeuunHa/ | BHeCEHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 3a UA/8192/01/01
iH'ekuili, 0,5 mr/mn; CeHTtpan lct a Hepo3dgacoBaHO! HigepnaHnaun - BBeZleHHs a/ibTepHaTVBHOIo BUPO6HUKa Eurofins peuenmom
no0,5mvny Al npoaykuii Ta Pharmaceutical Product Testing Belgium N.V. Venecoweg
nonepegHL0 nepBrHHA ynakoBkKa, 5, Nazareth 9810, Belgium, BignosigasibHoro 3a
HanoBHEHOMY KOHTPO/Ib SIKOCTI: Mikpob6ionoriyHe TecTyBaHHA AD| raHipenikcy; 3MmiHu | Tuny
wnpuui; no 1 BetTtep-®apma - BBEJEHHSA aflbTepHaTMBHOrO BMpOo6HUuKa Eurofins
wnpuy pasom 3 ®epTuryHr MrmoX i Spinnovation Analytical B.V., Kloosterstraat 9, 5349 AB
ro/IKot 3 Ko. KI, HimeuunHa Oss, The Netherlands, BianoBifgabHOIO 3a TeCTyBaHHS
3aXUCHUM KoHTponb skocTi: A®| raHipenikcy Ans BU3HAYEHHS HaTpPIl0 Ta BaXKKMX
KOBMaykoMm y BetTtep-®apma MeTasiB METOAOM «ATOMHO-eMICIHOT cnekTpockonii 3
BigKpUTOMY ®epturyHr rméX i IHAYKTVMBHO 3B’si3aHOt0 Nnasmoto» (ICP-AES); 3miHm | Tuny
NnacTUKoBOMy Ko. KI', HimeuunHa; - BBE[IEHHS a/IbTEPHATUBHOIO MeToAy BUNpPobyBaHHSA
N0TKy; No 5 noTkis BTopuHHa ynakoBska, «ATOMHO-eMiCiliHa CNeKTPOCKONiA 3 iHAYKTUBHO 3B’A3aHOI0
Y KapTOHHiiA KOHTPO/b SKOCTI, nNasmoto» [/151 BU3HAYEHHS HaTPilo Ta BaXKNX MeTanis B
Kopoo6Li [03BiN Ha BUMYCK A®I ranipenikcy
cepit:
H.B. OpraHoH,
Higepnangu
252. | OPriN® TabneTkn, BKpUTI KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/7654/01/01
060/10HKOI0, MO XENTXKEP NBT NTA - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y peyenmom
500 wr; MBT NTLA BUPOGHMLTBI. 3amiHa ab0o BBeAEHHS A0A4ATKOBOI AiNbHULI

no 10 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHii
ynakosLi

BUPOGHMLITBA A1 YACTWHN ab0 BCbOro BUPOGHNYOro
npoLiecy roToBOro MikapCbKoro 3acoby (4iNbHUUA, Ha sKili
NpoBOAATLCS ByAb-sKi BUPOOHMYI CTagji, 3a BUHATKOM
BUMYCKY Cepili, KOHTPOJIIO AKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO NakKyBaHHS, /1 HECTEPUIbHNX NIKapCbKUX
3aco6iB). CynyTHS 3MiHa - 3MiHU 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHU y BUPO6GHMLTBI. 3amiHa abo
BBEAEHHA A0AAaTKOBOT AiNbHULI BUPOGHULTBA 415
4acTUHK abo BCbOro BUPOOHNYOro NpoLecy rotosoro
nikapcbKoro 3acoby (AinbHULA AN BTOPUHHOTO
nakyBaHHs) - 3MiHM 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acib.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

3MiHM Y BUPOOHULITBI. 3amiHa abo BBeAEHHS f0AAaTKOBOI
AiNbHULI BUPOBHULTBA /19 YacTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro MikapCbKoro 3acoby
(BiNbHULA 4N NePBMHHOIO NakyBaHHS). BBeAeHHs
[04AaTKOBOT AiNbHULA, Ha AKi NPOBOAATLCA ByAb-AKi
BMPOGHWYI CTaAji, 3a BUHATKOM BUMYCKY CEPIli, KOHTPOSTIO
AKOCTI Ta AiNbHULI 415 NEPBUHHOTO Ta BTOPUHHOTO
nakyBaHHs. 3MiHu | TUny - 3MiHKU 3 SKOCTi. FoToBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO Mikapcbkoro 3acoby (3amiHa
abo gonaBaHHA BUPOOHUKA, LLO BiAMoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkntovaroum
KOHTpONb/BMNPOGYBaHHA cepii. [logaBaHHA BUPOOHUKA,
LLIO BigNoBigae 3a BUMYCK cepii, BK/IYakum
KOHTPONb/BUNPOGYBaHHSA cepil Ta Sk Hacnigok nosisa 1
[0n. YnakoBku. TakoX 3MiHW BHECEHI B IHCTPYKLi0 A1
MeJMYHOro 3acTocyBaHHs J13 y p. "Micue3HaxomKeHHs
BMPOGHMKa Ta ioro agpeca MicLs NpoBaKeHHs
OiSNbHOCTI" 3 BiA4NOBIAHUMY 3MiHAMMW B TEKCTI MapKyBaHHS
ynakoBoK. 3MiHu | Tvny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHULITBI. 3MiHa po3mipy
cepii (Bk1HOYatouM gianasoH po3Mmipy cepii) roToBoro
nikapcbKoro 3acoby (3mMeHLweHHs fo 10 pasis). 3MiHK
po3mipy cepii y 38 3Ky 3 BBEAEHHSIM [0aTKOBOI
BMPO6HUYOI AinbHULi ans KYCYM XENTXKEP MBT NTA
3a agpecoto Mnot Ne M-3, IHgop Cnewen IkoHOMiK 30yH,
®eliz-1l, Mitamnyp, Aict. Axap, Maaxbsa MpaaeLwy, MiH
454774, Ingis

253.

OoPNIN®

Karncynv Teepai no
120 wr; no 10
Kancyn y 6nictepi;
no 3 6nictepu B
KapTOHHii
yMnaKoBLi

Dxn Em
PapmacboThK
anc

Ipysia

Dk Em
PapmMacboTrKanc

Ipysia

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecy 3asiBHMKa (BNacHuKa peecTpauiinHoro
NnocBig4eHHs) - 3MiHa afpecn 3asBHUKa

3a
peyenmom

UA/10148/01/01

254.

OPOP®

TabneTkn, BKpUTI
nniBKOBOO
060s10HKOI0, No 10
Tabnetok y
6nictepi, no 1
6nictepy B
KapTOHHIN nayui

OpraHocuH
Navidy
CaeHcus MBT.
nra.

IHais

EBepTomxeH flaiich
CaeHcus fliviteq,

IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianiB: yTOUHEHHSA
peecTpauiiiHoro Homepy B Hakasi MO3 YkpaiHu Ne
1860 Big 21.08.2019 B npoueci BHECEHHS1 3MiH - 3MiHK |
Tuny - 3MiHu Woao 6e3nekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeJMYHOro 3aCTOCyBaHHA Ha MigcTaBi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acToCyBaHHS /iKapCbKoro 3acoby
B nicnsipeecTpauiiHuii nepiog, abo sik pe3ynbTaTt OLiHK/
3BITY 3 fOCNiAXEHb, NPOBEAEHNX BifNOBIAHO [0 NNaHy
negiatpnyHux gocnimkerb (PIP) (3MiHy y3romkeHo 3

3a
peyenmom

UAI7732/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
KOMMNEeTEeHTHUM YMOBHOBaXEHUM OpraHoMm). 3MiHW BHECEHO
[0 po3ainy "MokasaHHa" (yTOUHeHHS iHdhopmaLii), a Takox
[0 posgainis "lMpoTunokasaHHs", "OcobnnBoCTi
3acTocyBaHHA", "Mo6iuHi peakuii" BigNOBIAHO [0
OHOBJIEHOT iHGhopMaLii 3 6e3MeKn 3aCTOCYBaHHS Aitoumnx
peyoBuH (pekomeHgadii EMA- PRAC). Pepakuis B
Hakasi: UA/7733/01/01. BipHa pepgakuisa: UAI7732/01/01.
255. | MAHFACTPO® TabneTtkn CaHpo3 CnoBeHisi ek CnoseHisi/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/13512/01/02
racTpopesncTeHTH | dapmacbioTika chapmaLeBTUYHa TypeyunHa/ - 3MiHW [0 IHCTPYKUT 419 MEeAUYHOI0 3aCTOCYBaHHS peyernmom
ino 40 mr, no 7 n3 a.a. KoMnaHisa g.4., PymyHis nikapcbKoro 3acoby B po3zin "MobiyHi peakuii BigNOBIAHO
Tabnetok y CnoBeHis [0 OHOBMEHOI iHhopMaL,i 3 6e3nekun Ajlyoi peyoBUHN.
6nicTepi, no 2 abo (BMPOGHMLTBO "in BBefeHHA 3MiH NPOTAroM 6-X MicAUIB NicNsA 3aTBepKEeHHS
4 6nictepu B bulk", ynakoBka,
KapTOHHif TeCTyBaHHS, BUMYCK
Kopob6ui; no 14 cepii; ynakoBka,
Tabnetok y BUNYyCK cepii);
6nicTepi, no 1 abo BMPOGHMLTBO "in
2 6nictepu B bulk", ynakoBka,
KapTOHHI KopooLyi TecTyBaHHs: CaHA03
Inak CaHali Be
TikapeTt A.C.,
TypeyuunHa;
TectyBaHHs: C.K.
CaHpgo3 C.P.J1.,
PymyHis
256. | NAPALUETAMO | cynosuTopii TOB YKpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 6e3 UA/13185/01/01
n pekTasibHi no 80 "OAPMEKC reyn" - BBEJeHHA [0A4aTKOBOro TEKCTY MapKyBaHHS BTOPUHHOT peyenma
Mr; no 5 reyn" ynakoBKU (4,04aTKOBO [10 3aTBEPIKEHOr0 TEKCTY
CynosuTopiiB y MapKyBaHHS1)
cTpwuni; no 2
CTpUNM B nauuj 3
KapTOHY
257. | NAPALUETAMO | cynosutopii TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/13185/01/02
n pekTanbHi no 150 "OPAPMEKC reyn" - BBEJEHHA A04AaTKOBOrO TEKCTY MapKyBaHHS BTOPUHHOT peyenma
Mr; no 5 reyn" YNakoBKM (4,04aTKOBO A0 3aTBEP)KEHOrO TEKCTY
CynosuTopiiB y MapKyBaHHs)
cTpwni; no 2
CTpVNKM B nauuj 3
KapTOHY
258. | NEr-oincTum PO34uMH 4na TOB "®3 Ykpaina TOB "®3" Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/15552/01/01
iH'ekuii, 6 mr/0,6 "BIOGAPMA" BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta chapmakoHarnagy. peyenmom

M, no 0,6 mn (6
Mr) y nonepeaHbo
HanoBHEHOMY
wnpwui, no 1
nonepeaHL0
HanoBHEHOMY

BBeeHHst ab0 3MiHM 0 y3arasibHeHUX AaHux Npo
cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHNX
AaHuX Npo cuctemy apmMakoHarnsgy, smiHa
YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3as1BHVKA 1 34iliCHEeHHs hapMakoHariagy B YkpaiHi,
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
wnpuuy y AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI 0cobu,
6nicTepi, no 1 BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
6nictepy B (BKHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHM y pO3MiLLieHHi
KapTOHHii MacTep-halina cuctemy papMakoHarnisay) - 3MiHa
Kopo6ui; no 0,6 mn YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
(6 mr) y donakoHi, 3[jicHeHHs1 hapMakoHarnisay B YkpaiHi: [MponoHoBaHa
no 1 dpnakoHy y pepakuisi — Mpycbkuii CtaHicnas BonoanMuposuy. 3miHa
6nicTepi, no 1 KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0CO6Y 3asBHMKa,
6nictepy B BiANOBIAA/IbHOI 32 34iiCHEHHA dapmakoHarnsagy
KapTOHHI Kopo6Lyi
259. | NEPAITON N KPUCTaNIYHWIA PokeTT ®paHuisa PokeTT ®dpepec ®paHuisa BHECEHHS 3MiH 10 peecTpavliiiHnx maTtepianis: 3miHun | TUNY - UA/11402/01/01
NOPOLLIOK ®pepec - 3miHu 3 aKocTi. CepTudikar BignosigHocTi/lE-
(cybeTaHuis) y cepTudikaT BignoBigHOCTI EBponeichkiii
MiLLKax nanepoBux thapmakonei/moHorpadii. NMogaHHA HoBoro abo
3 BHYTPILLUHBOO OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
nosnieTuIeHoBO cepTudikaTa BigNoBiAHOCTI EBponelickbkiil hapmakonei:
NpoKNaaKow ans ons A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
thapmaveBTUYHOT NpPoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI A®I; Ans
0 3aCTOCYyBaHHs [0NOMDKHOT peyoBUHU (CepTudikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWI cepTudikaT Big,
yXXe 3aTBepAXeHOro BUPO6HMKA - MoJaHHSA OHOB/IEHOMO
cepTtudikaTa BignoBigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2000-039-Rev 01 (3atBepgxeHo: R1-CEP 2000-
039-Rev 00) ans gitouoi pevosmHn Mannitol Big, Bxe
3aTBEPAKEHOr0 BUPOOHMKA, SK HACNIA0K 3MiHa agpecu
BUPOGHMKA 3 BigNOBigHMMM 3MiHAMK B cnevumaikalii Ta
mMeTodax KOHTponto AdI, 30kpeMa BUTYUYEHHS NOKa3HUKIB
«Baxki MeTann», «Hikenb»; npuBefeHHss HOPMyBaHHS 3a
nokasHnkom «Mikpo6ionoriyHa YncToTa» y BiANOBIAHICTb
A0 moHorpadpii Mannitol EP
260. | NPAMINEKC Tabnetku no 0,25 TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY 3a UA/13248/01/01
mr; no 10 YKPAIHA" - 3aMiHa p. «[padiyHe othopMIEHHS YNaKoBKU» Ha p. peyenmom
TabneTok y «MapkyBaHHS» (3rifHO 3aTBEPAXKEHOI0 TEKCTY
6nictepi; no 3 MapKyBaHHS) Ta OHOB/IEHHS TEKCTY MapKyBaHHS ynakoBKu
6nictepu y NikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii Wwoao

KapTOHHIN navuj

3a3HaYeHHs O4MHULL BUMIPIOBAHHSA Y cucTemi Sl.
BBEJEHHS 3MiH NMPOTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS
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Ne

Hassa

3asBHUK

o ®opma surnycky KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
261. | NPAMINEKC Tabnetkn no 1,0 TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 3a UA/13248/01/02
mr; no 10 YKPAIHA" - 3amiHa p. «IpadiuHe oPoPMIEHHS YNaKOBKU» Ha p. peyenmom
TabneTok y «MapkyBaHHS» (3rifHO 3aTBEPAKEHOIO TEKCTY
6nictepi; no 3 MapKyBaHHS) Ta OHOB/IEHHS TEKCTY MapKyBaHHS ynakoBKu
6nictepn y nNikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLi Wwoao
KapTOHHI nayui 3a3Ha4YeHHs OAMHULb BUMIpOBaHHSA y cuctemi Sl.
BBEJEHHS 3MiH NMPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS
262. | NPErABANIH NOPOLLIOK MpAT YkpaiHa UxeussaH Xyaxai Kutaii BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHK | TUny - UA/16298/01/01
(cy6eTaHuin) y "papmaueBTu $apma'ciotikan Ko., - 3MiHu 3 AkocTi. CepTudikat BignosigHocTi/IE-
naketax YyHa chipma Nrp. cepTudpikaT BignoBigHOCTI €EBponenchkiii
nonieTuneHoBmx "NapHuus” thapmakonei/MoHorpadii. NogaHHs HoBOro abo
ons OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI a60 BUTYYEHHS
thapmaveBTUYHOT cepTudikaTa BiANOBIAHOCTI E€Bponelickkiin hapmakonei:
0 3aCTOCYBaHHsA onsa A®l; ana BuxigHoro martepiasy/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin dhapmakonei) - HoBuiA cepTudikar Bif Bxe
3aTBEPKEHOro BUPO6HKMKA - nogaHHs HoBoro CEP Ne RO-
CEP 2016-189-Rev 03 ans A®I MNperabaHiny Big, BXxe
3aTBepAxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii Ha 3amiHy DMF Ne
Version EU 2.0, Last version: EU 2.4 Date 2016-06-15; B
pamkax npoweaypu BHOCATLCA 3MiHM A0 crneundikadii A®I
3a nokasHukamun «CynpoBigHi JOMILLKN» - NPUBELEHO Y
BiagnosigHicTb Ao CEP; -«3anuLuKoBi KiNnbKOCTi OpraHiuyHmx
PO3YMHHIKIB» Ta 36iMbLLIEHHS TEPMiHY MEPEKOHTPOIO 3 3
pokKiB Ha 5 pokiB - NpuBeAeHo y BignosiaHicTb Ao CEP;
3MiHW | TUny - 3MiHK 3 skocTi. A®I. KoHTponb A®L. 3miHa y
MeTofax BUNpobyBaHHs A®| abo BUXigHOro
matepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLwi
3MiHM Yy MeTogax BUNpobyBaHHsA (BK/IOUaoum 3amiHy abo
[0NoBHEHHS) A®| abo BMXIAHOTO/MPOMIXXHOIO NPOAYKTY).
CynyTHS 3MmiHa - 3MiHK 3 ikocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo gonyctummx
MeX, BU3HaYeHux y cneumdikayisax Ha A®l, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, LWo
BMKOPUCTOBYHOTbCSA Y npoueci BupobHuutea A®I (iHwwi
3MiHK) - BHECEHHSA 3MiH A0 cneuudikalii Ta MeToais
KOHTponto A®| 3a nokasHnkamu: «lgeHTudikais»,
«EHaHTioMepHa uncToTa», «KiflbkicHe BU3HAUYEHHS» -
npvBeaeHo y BiANOBIAHICTbL A0 BUMOr MoHorpadii EP
263. | NPEFABANIH NMOPOLLIOK XIKAN IHgis XIKAN NIMITEL, IHais BHECEHHS 3MiH 4,0 peecTpavLiiHnx martepianis: 3miHu | Tuny - UA/16465/01/01
(cybcTaHuis) y NIMITEL - 3MiHu 3 akocTi. CepTudikat BignosigHocTi/lE-
nakeTax

cepTudikaT BignoBigHOCTI EBponeichkiii
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
noAgiiHnx thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
nonieTuneHoBNX OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
ons cepTudikaTa BigNoBiAHOCTI E€Bponelickbkiin hapmakoner:
thapmaLeBTUUHOT onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOIO
0 3aCTOCyBaHHA NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Yy BUPOGHULTBI A®I; ans
[OMOMDKHOT peyoBrHY (cepTuddikaTt BignoBigHOCTI
€Bponeiickbkili hapmakonei) - OHOBNEHWI cepTudikaT Big,
yXe 3aTBepXeHOro BUpobHuka. MogaHHs OHOBIEHOTO
cepTtudikaTa BignoBigHOCTI EBponelickbkiin dhapmakonei Ne
RO-CEP 2016-181-Rev 02 (3atBepmxeHo: RO-CEP 2016-
181-Rev 01) ana A®I| nperabasiiH Bif BXe 3aTBEPLKEHOTO
Bupo6Huka XIKAN NIIMITEL, IHais, Sk Hacnifok
36i/1bLLEHHS TEePMiHY NEePEeKOHTPONIO (3aTBEPKEHO: 12
MicsuiB; 3anponoHoBaHo: 30 MicAuiB). 3MiHW | Tuny - 3MiHK
3 AkocTi. CepTudikar BignosigHocTi/lE-cepTudikar
BiANoBiaHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
MopaaHHA HoBOro abo OHOBMIEHOro cepTudiikaTa
BiANOBIAHOCTI ab0 BUNy4YeHHs cepTudikaTta BignoBigHOCTI
€Bponelicbkiit hapmakonei: ana A®l; pns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 AONOMIXHOT
peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUI cepTudiKaT Big yxe
3aTBEPAKEHOro BUpo6HMKa. MogaHHA OHOBIEHOrO
cepTtudikaTa BignosiaHOCTI €Bponelickbkii hapmakonei Ne
RO-CEP 2016-181-Rev 03 gnsa A®I nperabaniH Big Bxe
3arBepxeHoro BupobHuka XIKAM NIMITEL, IHgis 3
BigNoBigHYMM 3MiHaMKM B cnevumdikauii Ta MeTogax
KOHTPOH0 AD| 3a NOKA3HUKOM «3a/IMLLKOBA KiSTbKiCTb
OpraHiYHNX PO3UYMHHUKIBY; 30iNbLLUEHHS TEPMIHY
NepekoHTPOIo (3anponoHoBaHo: 36 MicsLiB) - NpUBeAEHO
y BignoBigHicTb Ao CEP; peaakuiliHi npaBku B Ha3Bi
meToToay B 3a nokasHukoM «CynpoBigHi JOMILLKU»
npuBeaeHo y BiANOBIAHICTb A0 MOHOrpadii EP.
264. | NPErABANIH- Kancysv no 75 wmr, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/16414/01/01
AAPHULUA no 7 kancyny "papmaueBTu "GapmMaueBTNYHa - 3MiHa po3Mipy cepii (BKNoYatouy gianasoH po3Mipy cepii) peyenmom
KOHTYpHil yHa hipma ipma "OapHuus" roTOBOrO JiKapCbKOro 3acoby - BBEEHHS [OAATKOBUX
YapyHKOBIli "NapHuus" pO3MipiB cepii FOTOBOro NikapCcbKoro 3acoby.
ynakoBLi; no 2 abo 3anponoHosaHo: 30,00 kr (200,000 kancyn); 60,00 kr
no 3, abo no 4, (400,000 kancyn); 90,00 kr (600,000 kancyn)
abono 8
KOHTYPHUX
YyapyHKOBUX
yNakoBOK y nayui
265. | NPEFABANIH- kancynu no 150 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY 3a UA/16414/01/02
AAPHULUA Mr, M0 7 Kancyny "papmavesTu "®apmMaLeBTnYHa - 3MiHa po3Mmipy cepii (BknoYaroun gianasoH po3mipy cepir) peyenmom
KOHTYPHIli YyHa chipma doipma "JapHuus” rOTOBOIO JIiKApCbKOro 3acoby - BBEEHHA [OAATKOBMX
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

YapyHKOBIli
ynakosLi; no 2 abo
no 3, a6o no 4,
a6ono 8
KOHTYPHUX
YapyHKOBUX
yNakoBOK Y naui

"fapHuus”

pO3MipiB cepii roToBOro Nikapcbkoro 3acoby.
3anponoHoBaHo: 30,00 kr (100,000 kancyn); 60,00 kr
(200,000 kancyn); 90,00 kr (300,000 kancyn)

266.

NMPUCMACON 2

po3uunH ans
remoqpinbTpavii Ta
remogianisy, no
5000 mny
[BOKOMMOHEHTHOM
Y MiLLIKy 3
nonisiHinxnopuay
(mane BigaineHHs
250 mn i Bennke
BigaineHHsa 4750
M/, AKi po3gainse
KPUXKWIA Hinenb i B
NOEPIBCLKOMY
3'egHyBavi
NPUCYTHIN KnanaH
abo Kpuxkui
Hinesnb); no 2
MILLKW Y KapTOHHil
Kopob6ui; no 5000
mMay
[BOKOMMOHEHTHOM
Y MiLlLKy 3
nonioneginy
(mane BigaineHHs
250 mn i Bennke
BiggineHHs 4750
M/, SKi po3gainse
isonauiina
neyartka i B
NIOEPIBCLKOMY
3'eHyBavi
NPUCYTHIi
KnanaH); no 2
MILLKV Y KapTOHHiIl
Kopoo6Ui

[am6po
NyHpia AB

Lseuis

BIEQGO®E MEAITAN
C.NA.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- OHOBJ/IEHHS TEKCTY MapKyBaHHA yNakoBKM /liKapCbKOro
3aco6y. TepMmiH BBeLEHHS 3MiH - MPOTAroM 6 micAuiB nicns
3aTBEPIKEHHS

3a
peyerimom

UA/13428/01/01

267.

NMPUCMACON 4

pO34MH Ans
remoqpinbTpavii Ta
remogianisy, no
5000 mny
[OBOKOMMOHEHTHOM

Fam6po
NyHgia AB

Lseuis

BIE®PE MELITAN
C.INA.

ITanis

BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY
- OHOBJ/IEHHS TEKCTY MapKyBaHHA YNaKoBKM /liKapCbKOro
3acob6y. TepMiH BBEIEHHSI 3MiH - NPOTArom 6 micsLiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/13428/01/02




128

Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

Y MiLLIKy 3
nonisiHinxnopuay
(mane BiggineHHs
250 mn i Bennke
BigaineHHsa 4750
M), SKi po3ginse
KPUXKWUIA Hinenb i B
NOEPIBCbKOMY
3'eHyBavi
NPUCYTHIN KNanaH
abo Kpuxkui
Hinenb; no 2
MiLLIKa Y KapTOHHil
Kopo6ui; no 5000
mMay
[BOKOMMNOHEHTHOM
Y MiLLKy 3
nonionediHy
(mane BigaineHHs
250 mn i Bennke
BigAaineHHsa 4750
M), SKi po3ainse
isonauiina
nevarkais
NIOEPIBCLKOMY
3'eHyBavi
NPUCYTHIN KNanaH;
no 2 miwka y
KapTOHHI Kopo6Lii

268.

NPIOPVKC™ |
PRIORIX™
KOMBIHOBAH
A BAKUVHA
ans
NPO®INAKTUK
1 KOPY,
ENIAEMIYHOT
O MAPOTUTY
TA KPACHYXU

niodpinizat ans
pO34nHy Ans
iH'ekuin, 1
MOHO/030BWUIA
nakoH (1 posa) 3
niogpinizatom y
KOMMNNEKTI 3
PO3UYNHHVIKOM
(Boga ans
iH'ekuin) y
nonepeaHLo
HanoBHEHOMY
wnpuui Ta ggoma
ronkamu B
KapTOHHIN
Kopo6ui; 100
MOHOZ030BMX (1
[03a) PNakoHIB 3

nakcoCmiTKn
AlH EkcnopT
Nimiteq

Benuka
BpuTaHis

InakcoCmiTKnsiiH
Bionopgxikans C.A.

Benbriga

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu ||
T™MNYy - 3MiHU A0 IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainy "Cnocié 3actocyBaHHs Ta

[031" (YTOUHeHHS iHchopmalii B IHCTPYKL,i LWoao
NpUroTyBaHHS/3aCTOCYBaHHA BakuuHu). IHhopmauis,
BMKadeHa B IHCTPYKUiT 4719 MEeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby, BiAnoBigae marepiasiam
peecTpaLiiHoro A0CbE 3rifiHO 3 EKCNEPTHUM BUCHOBKOM
KOHCY/IbTATMBHO-EKCMEPTHOT rpynu, Lo MigTBEPAKYE
MOX/IMBICTb 3aCTOCYBaHHSA /iKapcbKkoro 3acoby 3rigHo 3
IHCTpyKLi€tO.
TepMmiH BBEAEHHS 3MiH - NpoTArom 6 micauis nicns
3aTBEPAKEHHS

3a
peyenmom

UA/13694/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

niocpinizatom y
KOMM/IEKTI 3
PO3UYNHHVIKOM
(Bopa ansa
iH'ekuin) B
amnynax Ne 100 B
OKpeMili ynakoBLyj;
1 MynbT1A030BUIA
(2 po3n) donakoH 3
niocpinizatom y
KOMM/IEKTi 3
PO3UYNHHVIKOM
(Bopa ansa
iH'ekui) B amnyni;
no 100 wryK
hnakoHiB Ta
amnyn B OKpemumx
Kopobkax

269.

NPIOPVIKC™ |
PRIORIX™
KOMBIHOBAH
A BAKUVHA
ans
MNPODINAKTUK
1 KOPY,
ENIAEMIYHOT
O MAPOTUTY
TA KPACHYXU

niocpinizat gns
pPO3unHy Ans
iH'ekuin, 1
MOHO/1030BWi
cnakoH (1 gosa) 3
niodpinizatom y
KOMM/IEKTi 3
PO3YMHHUKOM
(Bopa ansa
iH'ekuil) y
nonepegHbL0
HanoBHEHOMY
wnpuvui Ta ggoma
ronKkamun B
KapTOHHil
Kopo6ui; 100
MOHOA030BMX (1
[03a) oNakoHiB 3
niocpinizatom y
KOMMIEKTi 3
PO3YNHHVKOM
(Bopa ansa
iH'ekuin) B
amnynax Ne 100 B
OKpeMili ynakoBLyj;
1 MynbT1A030BUIA
(2 po3wn) chnakoH 3
niocpinizatom y
KOMMJIEKTI 3

nakcoCmitKn
anH Ekcnopt
Nimiteq

Benvka
BputaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV liKapCbKOro
3aco6y 3 BHECEHHSM iH(hopMaLii LLoA0 3a3HaYEHHS
OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH BBe4eHHS
3MiH - 6 MicsLiB nicns 3aTBepAKEHHS

3a
peyenmom

UA/13694/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
PO3UYNHHVIKOM
(Boga ans
iH'ekuiin) B amnyni;
no 100 wrtyk
dnakoHiB Ta
amny’s B OKpeMux
Kopobkax
270. | NPOCTEKC cynosuTopii TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/14209/01/01
peKkTasibHi; No 5 "BIOPAPMA" "BIO®APMA" - 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta peyenma
Cyno3uTopiiB y dhapmakoHarnsgy. BeegeHHsa abo 3mMiHM 0 y3arasibHeHNX
KOHTYPHIl AaHvx nNpo cuctemy chapmakoHarnsgy (BBeAeHHS
YapyHKOBIi y3araslbHeHNX JaHnx nNpo cucTemy dapmakoHarnsgy,
ynakosLi, no 2 3MiHa YNOBHOBaXEHOT 0co6U, BiANOBiAaIbHOI 3a
KOHTYPHI 3[iiCHEHHST (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
YyapyHKOoBI thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
yrNakoBKW y nauuj hapmakoHarnagy B YkpaiHi, K0 BOHa BifgMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bko4vakum KOHTaKTHi AaHi) Ta/abo
3MiHV Y PO3MILLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBa)XeHOI 0cobm
3as1BHKA, BignoBiganbHOI 3a 34iCHEHHS!
thapmakoHarnsay B Ykpaini: [itova pegakuis — aurac
[iaHa OnekcaHgpisHa. MponoHoBaHa pefakuis —
Mpycbkuii CTaHicnas BonogumypoBuy. 3mMiHa KOHTaKTHUX
[aHuX yrnoBHOBaXEHOT 0CO6U 3as1BHMKA, BifnoBiganbHOl
3a 34jicHeHHs hapmakoHarnsagy.
271. | NPOTOMIA TabneTkn, BKpUTI Maxkneopc IHais Makneoac IHais BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/2441/01/01
060/10HKOI0, N0 dapmacbloTUK PapmacbloTukanc - 3MiHa B yMoBax 36epiraHHs roToBOro /likapcbKoro peyenmom
250 mr, no 10 anc flimiteq Nimiteq 3acoby: 3anponoHoBaHO: 36epiratv Nnpu TemnepaTypi He
TabneTok y cTpuni, BuLe 30 °C B opuriHanbHii ynakoBLi. BBeeHHS 3MiH
no 5 ctpunis y NpOTArom 3-x MiCALIB MIiCNA 3aTBEPKEHHS
KapTOHHIN
ynakoBLi
272. | nPOTOMIA TabneTku, BKpUTI Makneopc IHAjs Makneogc IHAis BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHW | TUNY - UA/9983/01/01
060/10HKOIO, MO dapmacbloThK dapmMacboTUKasIC - 3MiHa B ymMOBax 36epiraHHsi roToBOr0 NiKapCbKoro
250 wr, in bulk: no anc fimiteq Nimiteq 3acoby: 3anpornoHoBaHo: 36epiraTv Npu TemMneparypi He
10 Tabnetok y BuLe 30 °
cTpuni, no 100 C B opuriHanbHii ynakoBsLi. BBefeHHS 3MiH NpoTArom 3-x
cTpunis y MicsILiB nicns 3aTBepoKEHHS
KapPTOHHii
ynakoBLj
273. | NyPu- Tabnetku no 50 mr | AcneH ®apma IpnaHgis Ekcenna rm6X i Ko. HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHU | TUNYy 3a UA/14862/01/01
HETONM™ no 25 TabneTtok y TpengiHr KIr - 3MiHW [0 IHCTPYKUIiT A1 MEAMYHOrO 3aCTOCYBaHHS peyenmom
dhnakoHi; no 1 Nimiteq nikapcbKoro 3acoby Ao po3zinis "Oco6nmnBocTi

hnakoHy y
KapTOHHI Kopo6Lyi

3acTocyBaHHA", "lMo6ivHi peakuii”, CTOCOBHO CUHAPOMY
akTuBauji Mmakpodiaris, KU 3arpoXye XUTTIO NaLiEHTIB Ta
pu3KKy nimchonponidhepaTtMBHMX po3nagis, y T.4.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

neTanbHKX, BiANOBIAHO A0 pekoMeHaauih PRAC.
BBefeHHs1 3MiH NpoTArom 6 micAuiB nicns 3aTBepkKeHHs;
3MiHM Il TUMy - 3MiHW [0 IHCTPYKLIT A58 Mean4HOro
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"®apmakonorivyHi B1acTmBocTi" (YTOYHEHHS iHdhopmadi),
"MokasaHHs" (yTOUHEHHS iHdhopMalLiii, pefaryBaHHs
TekcTy), "TpoTnnokasaHHsa", "B3aemogis 3 iHWnMun
nikapcbknMmn 3acobamu Ta iHWi BUaW B3aEMogin",
"3acTocyBaHHs y nepiof BariTHOCTi abo rofyBaHHs
rpyaar” (pegarysaHHs TekcTy), "MNepenosyBaHHS".
BBefeHHs1 3MiH NpoTArom 6 micAuiB nicns 3aTBepkKeHHs;
3MiHM Il TUMy - 3MiHW [0 IHCTPYKUiT A58 Mean4HOro
3acToCcyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"Oco6nmBOCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
[03n" (YTOUHeHHs iHdhopmadii), "MobiuHi peakwii”
CTOCOBHO NiABWLLEHOTO PU3NKY PO3BUTKY TSHKKNX
TOKCUYHMX MPOSBIB Nif, Yac NikyBaHHA 6-MepkanTonyprHOM
y nauieHTiB 3 ycnaaxoBaHo MyTauieto reHa NUDT15,
BiANOBIAHO A0 pekomeHAauin PRAC. BBefieHHs 3MiH
npoTArom 6 micsuis nicns 3aTBepkKeHHs

274.

PANIHEPON®

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOI0, MO 1
mr, no 10
Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHIN nayui

BIOCAMHC
nTa.

CnonyyeH
e
KoponiscT
BO
Benvkobp
UTaHii i
MiBHiuHOT
Ipnangii

AKTABIC NTA.

ManbTa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHW).

BHeceHHs 3MiH f0 po3giny “MapkyBaHHA” MKA N3:
3arBepaXeHo: MapkyBaHHs. [JogaetbcA. 3anponoHoBaHo:
MapKyBaHHS (3riAHO 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS)
Ta OHOBJIEHHS 3aTBEPPKEHOrO TEKCTY MapKyBaHHS
BiANOBIAHO A0 BUMOr Hakaly MO3 Ykpainu Big 23.07.2015
p. Ne 460. BBeeHHS 3MiH NpOTArom 6-Tu MicALUiB nicns
3aTBEePKEHHSA. 3MiHU | TUNYy - AAMIHICTPATUBHI 3MiHN.
BunyyeHHs1 BUPOOGHMYOT AiNbHULI (BKIKOYAKUN AiNbHALL
ans A®l, npomiXHOro NpoAyKTy abo roToBOro /ikapcbKoro
3aco0y, AinbHULI N5 NPOBELEHHS NakyBaHHSA, BUPOOHNKa,
BiANOBIAa/IbHOrO 3a BUNYCK CEPIid, MicLie NPOBeAEHHS
KOHTPO/II0 cepii) abo nocTavasibH1Ka BUXigHOro
maTepiasy, peareHty abo AONOMIKHOI PeYOBVHM (AKLLO
3a3HaYeHO Y JOCLE) - BUSTYYEHHSI BUPOOHMYOT AiNbHULL
A®I poniHipony rigpoxnopugy USV Limited, IHgis. 3MiHn |
TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecun micLa NpoBaKEHHS AiNbHOCTI
BMpPOGHMKa/iMNopTepa roToBOrO JliKapCbKoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIKO AKOCTI. (AiANbHICTb, 3a AKY
BiANoBigae BMpPOGHMK/iIMNopTep, BKIOYaUM BUMYCK
cepiii)- 3mMiHa agpecu B1po6Huka MN3 Aktasic JITa.,
MasibTa, 6e3 3MiHM MicLs BUPO6GHMLTBA. BBEAEHHS 3MiH

3a
peyenmom

UA/14506/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
NPOTArom 6-Tu MICALIB NiC/IA 3aTBEPAKEHHS.
275. | PANIHEPON® TabneTkn, BKPUTI BIOCAVHC Cnony4yen AKTABIC NTA. ManbTa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/14506/01/02
NNiBKOBOKO nTa. e - 3MiHM W0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy peyenmom
060/10HKOI0, NO 2 Koponisct (iHLWi 3MiHW).
mr, no 10 BO BHeceHHs 3MiH A0 po3giny “MapkyBaHHa" MKA N3:
TabneTok y Benvikobp 3arBepmkeHo: MapkyBaHHA. [logaeTbcs. 3anponoHOBaHo:
6nictepi; no 3 UTaHii i MapkyBaHHS (3riiHO 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS)
6nictepn y MiBHiuHOI Ta OHOBJ/IEHHA 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA
KapTOHHIN nayui Ipnangii BiANoBiAHO A0 BUMOr Hakasy MO3 Ykpainu Big 23.07.2015
p. Ne 460. BBefieHHs 3MiH NPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS. 3MiHW | Tuny - AOMIHICTPaTMBHI 3MiHN.
BunyyeHHs1 BUPOOHMYOI AinbHUL (BKIHOYAKUN AiMbHAL
ans A®l, NpomiXHOTO NPOAYKTY abo roTOBOro NiKapcbKoro
3aco6y, AinbHULI 418 NPOBEAEHHS NaKyBaHHS, BUPOOHNIKa,
BiANOBIAa/IbHOrO 3a BUNYCK CEpIii, MicLie NpoBeAEeHHS
KOHTPO/I0 cepii) abo nocTavasibHyKa BUXIGHOTO
mMaTtepiany, peareHTy abo AONOMDKHOT PEUYOBMHU (SIKLLLO
3a3HayeHo y AOCLE) - BUYUYEHHA BUPOOHNYOT finbHULL
A®I poniHipony rigpoxnopuay USV Limited, IHAis. 3MiHn |
MRy - AAMiHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSA
Ta/abo agpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY
BignoBigae BMPOGHMK/iMNOpTEp, BKIOYAOUM BUNYCK
cepiit)- 3mMiHa agpecun BMpo6Huka M3 AkTasic /114,,
ManbTa, 6e3 3MiHW Micus BUpobHULTBA. BBeAEHHS 3MiH
NPOTArom 6-TW MICALIB NiC/IA 3aTBEPAKEHHS.
276. | PEBMAJTTUH cynosuTopii TOB YKpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/11608/01/01
pekTasibHi no 15 "OAPMEKC reyn" - 3MiHM [0 p. «MapkyBaHHs» MK J13: 3anponoHoBaHo: peyenmom
mr, no 5 reymn" Mapkvposka (B cOOTBETCTBUM C YTBEPXAEHHBIM TEKCTOM
CynosuTopiiB y MapKupoBKKM). OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
cTpuni; no 1 a6o nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaLii Wwoao
no 2 cTpunu B 3a3Ha4YeHHs OAMHULb BUMIpOBaHHSA Y cuctemi Sl.
nauui 3 KapToHy BBegeHHS 3MiH NpOTAroM 6-Tu MicALiB nic/is
3aTBEPAKEHHS
277. | PEKOBE/b po3uunH gns ®eppiHr [Janis BMPOGHMLITBO, HimeuunHa/ | BHECEHHS 3MiH 40 peecTpauiliHuX MaTepiasliB: YTOUHEHHSA 3a UA/17969/01/01
iH'ekuii mo 12 dapmaneBTmK nepBUHHE Benunkobput KOMMJ/IEKTHOCTi yNnakoBKW (Ki/IbKOCTi rofioK) ans peyenmom
MKr/0,36 My an3 A/IC nakyBaHHs, aHis KOXXHOro f03yBaHHSA B Hakasi MO3 YkpaiHu Ne 630 Big,
CKNsAHOMY NPOMIKHUIA 06.03.2020 B npoueci peecTpauii. Pegakuis B Hakasi:
6aratof030BOMYy KOHTPO/b B MPOLECi KiNIbKICTb FOOK 4715 YCiX [03yBaHb 3a3HayeHe, sk 3, abo 6,
KapTpuaXi BMPOGHMLTBA ab60 9 cTepunbHMX roNoK. BipHa peAakuisi: A1 KOXHOro
o6'emom 3 mn 3 (MiKpOGIONOTiYHWA, [03yBaHHA HEOOXiHO 3a3HA4YNTN OKPEMY KiNbKiCTb
NopLUHeM Ta 3arasibHUi Ta CTEpPUSIbHNX TOMOK.
06XVMHO0 PYHKLLIOHaNbHWA),

KPULLIKOO, SIKWiA
NOMiLLLeHWI Yy

KOHTPO/b AKOCTI
(mikpobionoriyxmit),
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
LUNPWL-PYYKy; Mo 1 Bi3yasibHWiA
LINpUL-pyYLi Y KOHTPO/b:

KomnaekTi 3 3
CTepUNbHUMMN
ronkamu gns
iH'ekuin (3
HepXxasitoyol
cTani) y KapTOHHii
Kopoo6Li

BetTtep ®apma-

®epTiryHr 'm6X i Ko.

KI, HimeuunHa,
NMPOMiXXHWI
KOHTPO/1b B MPOLLECi
BMPOGHMLTBA
(mikpobionoriyHwmia,
3arasibHWi Ta
PYHKLiOHaNbHWA),
KOHTPO/Tb AKOCTI
(mikpo6ionoriynHwmi),
Bi3yaslbHWi1
KOHTPO/b!
BetTep ®apma-

®epTiryHr 'm6X i Ko.

KI, HimeuunHa,;
NPOMiXHWI
KOHTPO/b B NPOLECi
BMPOGHMLTBA
(MikpoGionorivyHui,
3arasibHuin Ta
hyHKLiOHaNbHWA),
KOHTPO/b AKOCTI
(mikpobionoriunHwi),
BisyasibHWit
KOHTPO/b!
BetTtep ®apma-

®epTiryHr F'm6X i Ko.

K, Himewunna;
Bi3yaslbHWi1
KOHTPO/Ib:

BetTep ®apma-

®epTiryHr I'm6X i Ko.

KI, HimeuunHa,;
BUPOOBHULTBO
(36ipka wnpuu-
PYYKM ONS iH'EKUIN),
MapKyBaHHS,
BTOPUHHE
nakyBaHHSA Ta
BMNYCK cepil,
KOHTPO/b AKOCTI
(TouHiCTb
[003yBaHHS):
deppiHr
KoHTponnepq
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
TepaneBTikc
Nimiteq,
BenukobpuTaHis;
KOHTPO/b AKOCTI
(6ionoriyHnif):
KoBaHc Jlabopatopi3
Nimitepn,
BenvkobpurtaHis;
BignoBiganbHMiA 3a
BMNYCK cepil,
KOHTPO/b AKOCTI
(XimiyHWI Ta
TOYHICTb
[03yBaHHS):
®eppiHr MTM6X,
HimeuunHa
278. | PEKOBE/b po34vH Ans ®eppiHr NaHis BMPOGHMLITBO, HimeuunHa/ | BHeCeHHs 3MiH A0 peecTpauiliHix maTepianis: yTOYHEHHS 3a UA/17969/01/02
iH'ekyjin no 36 $apmaueBTUK nepBuHHE Benukobput KOMMAEKTHOCTI yNnakoBKu (KiNnbKOCTi ronok) ans peyenmom
MKr/1,08 mny an3 A/IC nakyBaHHs, aHis KOXHOro fA03yBaHHA B Haka3i MO3 Ykpainu Ne 630 Big,
CKNsAHOMY MPOMiXHWI 06.03.2020 B npoueci peecTpauii. Pegakuis B Hakasi:
6aratof030BOMY KOHTPO/b B NpoLeci KiNIbKICTb FOMOK A1 YCiX [J03yBaHb 3a3HayeHe, sk 3, abo 6,
KapTpuaXi BUPOGHMLTBA ab0 9 cTepu/ibHUX rOMI0K. BipHa pefakuis: An1s KOXHOro
o6'emom 3 Mn 3 (mikpobionoriuHwmia, [03yBaHHA HeOOXiHO 3a3HaunTN OKPEMy KiNbKiCTb
ropLUHeM Ta 3arasibHUi Ta CTepPUSIbHUX FOMOK.
0BGXUMHOI PYHKLiOHaNbHWA),

KPWLLIKOKO, SIKUIA
NOMiLLLeHW y
LUINpWL-PYYKy; Mo 1
WNpuL-pyyLi y
KOMMJ/IEKTi 3 6
CTepUILHUMU
ronKkamu ans
iH'ekuin (3
HepXxasitoyol
CTaUli) y KapTOHHIi
Kopoo6Li

KOHTPO/Ib SKOCTI
(mikpobionorivnHwmi),
Bi3ya/lbHWiA
KOHTPO/b!
BetTep ®apma-
®epTiryHr 'm6X i Ko.
K, HimeuunHa,
NPOMiXXHWI
KOHTPO/1b B MPOLLECi
BMPOGHMLTBA
(mikpobionorivHui,
3arasibHWi Ta
hyHKLiOHaNbHWA),
KOHTPO/Tb AKOCTI
(mikpoGionorivnHwmi),
Bi3yasibHuWi1
KOHTPO/b!
Bettep ®apma-
®epTiryHr F'm6X i Ko.
Kr, Himewunna;
NPOMiXHWI
KOHTPO/b B NpoLeci
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

BUPOGHMLTBA
(mikpobionoriuHwmia,
3arasibHWi Ta
PYHKLIIOHaNbHWA),
KOHTPO/Ib AKOCTI
(mikpobionoriunHwmii),
Bi3ya/lbHWiA
KOHTPO/b!
BetTtep ®apma-
®epTiryHr M'm6X i Ko.
KI, HimeuunHa,
BisyaslbHWit
KOHTPO/b!
BetTtep ®apma-
®epTiryHr F'm6X i Ko.
K, Himewunna;
BVMPOGHMLTBO
(36ipka wnpuu-
PYYKM NS iH'EKUIN),
MapKyBaHHs,
BTOPVIHHE
nakyBaHHA Ta
BUMYCK Cepil,
KOHTPO/Tb AKOCTI
(TOYHICTb
[03yBaHHS):
deppiHr
KoHTponnesn
TepanesTikc
Nivitepq,
BenvkobputaHis;
KOHTPO/b AKOCTI
(6ionorivHwnif):
KoBaHc Jlabopatopi3
Nimiteq,
BenukobpuTaHis;
BiANoBiganbHUii 3a
BWMYCK Cepil,
KOHTPO/Tb AKOCTI
(XimMiyHWI Ta
TOYHICTb
[03yBaHHs):
®eppiHr M'v6X,
HimeuunHa

279.

PEKOBE/1b

PO34MH Ana
iH'ekwili no 72
MKr/2,16 mny

PeppiHr
PapmaueBTuK
an3 A/IC

JaHis

BMPOGHMLITBO,
nepBuHHe
nakyBaHHs1,

Himeuuunna/
Benukobput
aHis

BHECEHHS 3MiH IO peecTpaLjiiiHNX MaTepianiB: yTOUHEHHSA
KOMMNNEKTHOCTI ynakoBKu (KinbKOCTi ronok) ans
KOXHOFO fA03yBaHHA B Haka3i MO3 Ykpainu Ne 630 Big

3a
peyenmom

UA/17969/01/03
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
CKISTHOMY NPOMiXHWI 06.03.2020 B npoueci peecTpauii. Pefakuis B Hakasi:
6araTto030BOMY KOHTPOb B NpoLeci KiNbKICTb FOMI0K AN1A yCiX f03yBaHb 3a3HauveHe, sk 3, abo 6,
KapTpuaXi BMPOGHMLTBA ab60o 9 cTepunbHUX ronok. BipHa pegakuis: 4518 KOXHOTo

o6'emom 3 M 3
NopLUHeM Ta
06XMMHOI0
KPULLIKOO, SIKWiA
NOMiLLLeHW y
WNpuUL-pyUKy; no 1
LINpUL-PYYLi Y
KOMMIEKTi 3 9
CTepUIbHUMU
ronkamu ans
iH'ekuin (3
Hepxasitouoi
CTaJli) y KapTOHHIl
Kopoo6Li

(MikpoGionorivyHui,
3arasibHuin Ta
hyHKLiOHaNbHWA),
KOHTPO/b AKOCTI
(mikpobionoriunHwi),
BisyasibHWit
KOHTPO/b!
BetTtep ®apma-

®epTiryHr F'm6X i Ko.

K, Himewunna;
NMPOMiXHWI
KOHTPO/1b B MPOLIECi
BUPOGHMLTBA
(mikpobionoriuHwmia,
3arasibHWi Ta
PYHKLLIOHaNbHWA),
KOHTPO/Ib AKOCTI
(mikpobionoriunHwmi),
Bi3ya/lbHWiA
KOHTPO/Ib:
BetTtep ®apma-

®epTiryHr M'm6X i Ko.

K, HimeuunHa,
MPOMiXHWI
KOHTPO/b B MPOLLECi
BMPOGHMLTBA
(mikpobionoriyHwmia,
3arasibHWi Ta
PYHKLiOHaNbHWA),
KOHTPO/Tb AKOCTI
(mikpo6ionoriunHwmi),
Bi3yasibHWi1
KOHTPO/b!
BetTep ®apma-

®epTiryHr I'm6X i Ko.

KI, HimeuunHa,;
Bi3ya/lbHWiA
KOHTPO/b!

BetTtep ®apma-

®epTiryHr 'm6X i Ko.

K, HimeuunHa,
BVPOGHMLTBO
(36ipka wnpuw-
PYUKM ANs iH'EKUIN),
MapKyBaHHs,

[03yBaHHA HEOOXIAHO 3a3HaYUTU OKpeMy KiNlbKiCTb
CTEPUSIBHUX FOIOK.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

BTOPVHHE
nakyBaHHS Ta
BWMYCK Cepil,

KOHTPO/b AKOCTI
(TOYHICTb
[03yBaHHs):
PeppiHr
KoHTponnen
TepaneBTikc
Nimitepn,
Benvkobputanis;
KOHTPO/Tb AKOCTI
(6ionorivyHnif):
KoBaHc Jlabopatopi3
Nivitepq,
BenvkobputaHis;
BiANOBIAaIbHUI 3a
BWMYCK Cepil,
KOHTPO/b AKOCTI
(XimiyHW? Ta
TOYHICTb
[003YBaHHS):
®eppiHr MTM6X,
HimeyunHa

280.

PEKOPMOH®

pO34MH Ans
iH'ekuii no 2000
MO/0,3 mni; o 3
nonepeaHLo
HanoBHEHUX
wnpuum no 2000
MO/0,3 mn pasom
3 3 ronkamu gns
iH'ekuih 27G1/2
(ronka nomiweHa y
naacTuKoBy
ynakoBky) B
KOHTYpHil
YapyHKOBIl
ynakosLi, Wwo
cknagaetbca 3 3

. XodhdhpmaHH-
Na Pow Ntg,

LLiBeiuapi
a

Bupo6bHnuTBO
Hepo3dgacoBaHo!
NPOAYKLiT, BTOPUHHE
nakyBaHHs1,
BMNpPO6yBaHHsA
KOHTPO/O AKOCTI,
BMNYCK cepil:
Pow diarHocTuke
m6X, HimeuunHa;
BupobHmuTBO
Hepo3dgacoBaHo!
NPOAYKLUIT:
Bettep ®apma-
depTuryHr Frm6X i
Ko KT, HimeuuunHa;
BunpobyBaHHs

Himeuunna/
Llseiiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUny: AgMIHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo
agpecu Micua NpoBaKeHHS AiANbHOCTI
BMpOBHUKa/iMNopTepa roToBOro JliKkapcbKoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY
BignoBigae BUPOGHUK/IMNOPTEP, HE BKIOYAOUM BUNYCK
cepiii) - 3MiHa Ha3BW Ta agpecy BUpobHuka d.XoddmaHH-
Na Pow N1a, Weeiiuapis (basenb), BignoBiganbHOro 3a
BUNPOOBYBaHHS KOHTPOJIH0 SIKOCTI, 6€3 3MiHN Micus
BMPO6HULTBA. 3aTBEpAKeHO: ®. XodhdmaHH-/1a Pow 14,
LLiBefiuapis, MpeH3axepwTpacce 124, CH-4070 Bazens,
LLIseiiuapisi. 3anponoHoBaHo: ®.XoddmaHH-/1s Pow fiTa,
peH3axepwTpacce 124, 4070 basens, LLBeliapis.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAXEHHSA. 3MiHV | TMny: AAMIHICTPaTVBHI 3MiHW.

oKpemMmux KOHTPO/O SKOCTI: 3MiHa HalimeHyBaHHs Ta/abo agpecu Micus NpoBafkKeHHS
NNacTUKOBUX ®.XohhmaHH-/18 AiSNbHOCTI BUpOBHUKa/iMnopTepa roToBOro NikapcbKoro
KOHTeliHepiB (1 Pow Mg, 3aco0by, BKIYaK4mn AinbHUL BUNYyCKy cepii abo micue
nonepegHLo LLiBeiuapis; NpoBefEeHHS KOHTPO/II0 AKOCTI. (AIANbHICTb, 3a SKy
HanoBHEHUIA Brpo6HMUTBO BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OUAOUM BUMYCK Cepiid)
wnpuvy Ta 1 ronka Hepo3dgacoBaHO! - 3MiHa Ha3Bu BUpobHMKa Pow fiarHocTtuke M6X,

B OfjHOMY NPOAYKLi, HimeyumnHa, BiANoBigaIbHOro 3a BUPOBHULTBO

3a
peyenmom

UA/5146/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

nnacTKoBOMy
KOHTelHepi); no 2
KOHTYpHI
YapyHKOBI
ynakoBskm (6
nonepeaHLo
HanoBHEHNX
wnpuuis Ta 6
rOJI0K) Y KapTOHHIiA
KopoobLi

BUNPOBYBaHHSA
KOHTPO/IO SKOCTI:
®.XohcpmaHH-/15

Pow /114,
Llseiiuapis

Hepo3dhacoBaHOT NPOAYKLi, BTOPMHHE NakKyBaHHS,
BMNPOGYBaHHSA KOHTPO/IIO SKOCTI, BUNYCK cepii, 6e3 3MiHn
MicLs BUPOGHMLTBA. 3aTBeppkeHo: Poww [liarHocTuke
'M6X, HimewyuunHa, 3anponoHoBaHo: Pow [liarHOCTUKC
M6X. 3MiHM BHECEHO B iIHCTPYKLiO 4719 MEANYHOIO
3aCTOCYBaHHSA y p. "BUPOGHMK" 3 BigMNOBiZHMMN 3MiHAMU Y
TEeKCTi MapKyBaHHS ynakoBKU NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEPMKEHHS. 3MiHM | TMny: AgMIHICTPATUBHI 3MiHW.
3MiHa HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPoBaKeHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro NikapCbKoro
3ac00y, BKIOYAKUN AiTbHUL BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
cepiii) - 3miHa Ha3BM Ta agpecy BUpo6Huka d.XoddmaHH-
Na Pow JTa, Wseiiuapis (KaiicepayrcT), BianosigaibHoro
3a BUNPoOYyBaHHSA KOHTPO/IKO SKOCTI, 6€3 3MiHM Micus
BMpO6HULTBA. 3aTBEpAKeHo: ®. XodhdmaHH-/1a Pow N1,
Lseiiuapis, Bypmiceer CH-4303 KalicepayrcT,
LLisefuapis. 3anponoHosaHo: ®.XocdhdmaHH-/15 Pow f1Ta,
BypwmicBer, 4303 KaiicepayrcT, LUBeiiuapis. BBegeHHs
3MiH NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXEHHS. 3MiHN |
TUny: AOMIHICTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo
afpecy MicLs NMPOBaKEHHS AiS/IbHOCTI
BMpOBHUKa/iMNopTepa roToBoro JlikapcbKoro 3acoby,
BK/IO4AI0UM AiNbHUL BUMYCKY cepii abo micue
NpoBefeHHS KOHTPOJII AKOCTI. (AISNbHICTb, 3a AKy
Bignosigae BUPOGHUK/IMNOPTEP, HE BKIOYAKOUM BUNYCK
cepiid) -
3MmiHa Ha3BW Ta agpecy BUpobHuka BeTtep dapma-
PepTuryHr F'm6X i Ko KIM, HimeuuunHa, BignosigaibHOro 3a
BMPOGHMLTBO Hepo3dhacoBaHoi NpoAaykLii, 6e3 3mMiHW micus
BMPOGHMLTBA. 3aTBepmxeHo: BeTTep dapma-depTuryHr
'M6X i Ko KIM, HimeuuunHa, LWoTueHwTpacce 87 i 99-101,
D-88212, PaBeHcbypr, HimeyunHa. 3anponoHOBaHo:
BeTtTep ®apma-depturyHr F'm6X i Ko Kr,
LoTueHwTpacce, 87, 99-101, PaseHcbypr, bageH-
Bioptembepr, 88212, HiveuunHa. BeefeHHs 3MiH
npoTArom 6-Tu MicALiB nicns 3aTBepMKeHHS. 3MiHu | Tuny:
3MiHY Woao 6e3nekn/edpeKTUBHOCTI Ta chapMakoHarnisgy
(IHLWIi 3MiHW) - BHECEHHSA 3MiH J0 p. MapKyBaHHS.
3aTBepmkeHa pegakuin. logaetbcs. 3anponoHoBaHa
pepakuis. 3rifHo 3aTBEpAKEHOro TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEPAKEHHS.

281.

PEKOPMOH®

po3unH ans
iH'ekuii no 30 000

. XodhdhmaHH-
13 Pow Nt

LLiBeiiuapi
a

BupobHmuTBO
Hepo3dracoBaHoi

Himeuunna/
Lseiiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny: AOMiHICTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo

3a
peyenmom

UA/5146/01/04
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
MO/0,6 mn; no 1 NPOAYKLiT, BTOPUHHE agpecu Micusa NpoBaKeHHS AiANbHOCTI
nonepegHL0 nakyBaHHs, BMpPOBHMKa/iMNopTepa roToBOrO JliKapCbKoro 3acoby,
HanoBHEHOMY BMNpPOOYBaHHS BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
wnpuui no 30 000 KOHTPO/O SIKOCTI, NpoBeAeHHS KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
MO/0,6 mn pasom BWMYCK Cepil: BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK

3 ro/IKoto AN
iH'ekuii 27G1/2
(ronka nomiweHa y
nnacTuKoBy
yrnakoBKy); B
KOHTYPHIl
YapyHKOBIli
ynakosLi, Lo
cknagaetbca 34
N1acTUKOBUX
KOHTeliHepiB (1
nonepegHL0
HanoBHEHWI
wnpuy, Ta 1 roska
B OAHOMY
nnacTUKoBOMYy
KOHTeliHepi); no 1
KOHTYPHIl
YapyHKOBIli
ynakosui (4
nonepegHL0
HanoBHEHNX
wnpuumn Ta 4
TO/IKN) Y KapTOHHIiA
Kopob6ui; no 1
nonepeaHLo
HanoBHEHOMY
wnpuui no 30 000
MO/0,6 mn paszom
3 rOJIKO0 AN
iH'ekuin 27G1/2
(ronka nomiweHa y
nnacTuKoBy
yMakoBKy); B
KOHTYpHilA
YapyHKOBIl
ynakoBLj, Wwo
CcKnafaetbea 3 1
nnacTvKoBOro
KOHTeliHepa (1
nonepeaHLo
HanoBHEHWI
wnpuy Ta 1 rosika

Pow [diarHocTukc
'M6X, HimeyunHa;
BunpobyBsaHHs
KOHTPO/O AKOCTI:
®.XodhhmaHH-/1a
Pow Jltg,
LBeiiuapis
®.XodhhmaHH-/1a
Pow ltg,
LBeiiuapis

cepiii) - 3miHa Ha3BM Ta agpecy BUpobHuka d.XoddmaHH-
Na Pow N1pa, Weeiiuapis (basensb), BignosigasbHOro 3a
BMNPOOYBaHHSA KOHTPO/IO SKOCTI, 6€3 3MiHu Micus
BMpO6HULTBA. 3aTBEpAXKeHO: ®. XodhdmaHH-/1a Pow N1,
LLiBeiiuapis, MpeH3axepLuTpacce 124, CH-4070 Ba3sens,
LLisefuapis. 3anponoHosaHo: ®.XocdhdmaHH-/15 Pow /1Ta,
IpeH3axepLluTpacce 124, 4070 basens, LUBeliuapis.
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS. 3MiHM | TMny: AgMIHICTPATUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
LisIbHOCTI BUpOBOHUKa/iMnopTepa roToBoro /likapcbkoro
3ac00y, BKIIOYAUN AibHNL BUNYCKY cepii abo micue
NpoBefeHHS KOHTPOJTI AKOCTI. (AISNbHICTb, 3a AKy
BiANOBiAAae BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepild)
- 3MiHa Ha3Bu BUpo6HMKa Pow diarHoctuke Mv6X,
HiMeuuunHa, BiAgMoBifaIbHOrO 3a BUPOBHNLTBO
Hepo3dhacoBaHOT NPOAYKLi, BTOPUHHE NakKyBaHHS,
BMNPOGYBaHHSA KOHTPO/IIO SKOCTI, BUNYCK cepii, 6e3 3MiHn
MicLs BUPOGHMLTBA. 3aTBeppkeHo: Poww [liarHocTuke
'M6X, HimewyuunHa, 3anponoHoBaHo: Pow [liarHOCTUKC
M6X. 3MiHVM BHECEHO B iIHCTPYKLiIO 4719 MEANYHOIO
3aCTOCYBaHHSA y p. "BUPOGHMK" 3 BigMNOBigHMMN 3MiHAMU Y
TeKCTi MapKyBaHHS1 YNakoBKW /TIKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEPMKEHHS. 3MiHM | TMny: AgMIHICTPATUBHI 3MiHW.
3MiHa HaliMeHyBaHHs Ta/abo afpecu MicLs NPoBaAKeHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro NikapCbKoro
3ac00y, BKIOYAKUN [iTbHUL BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAOYM BUMYCK
cepiii) - 3miHa Ha3BM Ta agpecy BUpobHuka d.XoddmaHH-
Na Pow JTa, Wseiiuapis (KaiicepayrcT), BianoBigaibHoro
3a BUNPOOYBaHHSA KOHTPO/IKO SIKOCTI, 6€3 3MiHM Micus
BMpO6HULTBA. 3aTBEpAKeHO: ®.XodhdmaHH-/1a Pow N1,
Lseiiuapis, Bypmiceer CH-4303 KalicepayrcT,
LLisefuapis. 3anponoHosaHo: ®.XocdhdmaHH-/15 Pow /1Ta,
BypmicBer, 4303 KaiicepayrcT, LUBeiiuapis. BBegeHHs
3MiH NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXEHHS. 3MiHN |
TMny: 3MiHW Woao 6e3nekn/etekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHM) - BHECEHHS 3MiH A0 p.
MapkyBaHHs. 3aTBepxeHa pejakuis. JonaeTbcs.
3anponoHoBaHa pefakuis. 3rifHO 3aTBEPAXXEHOr0 TEKCTY
MapKyBaHHs. BBeieHHs1 3MiH NPOTArom 6-Tu MicALiB nicas
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

B OfHOMY
naacTUKOBOMY
KOHTeliHepi); no 1
KOHTYpHilA
YapyHKOBIl
ynakosui (1
nonepeaHLo
HanoBHEHUI
wnpuy Ta 1 ronka)
Y KapTOHHiii
Kopoo6Li

3aTBEPAKEHHS.

282.

PEKOPMOH®

PO34MH Ana
iH'ekuili no 2000
MO/0,3 mn; no 3
nonepeaHLo
HanoBHEHWX
wnpuum no 2000
MO/0,3 mn pasom
3 3 ronkamv ans
iH'ekuii 27G1/2
(ronka nomiweHa y
nnacTukoBy
ynakoBKy) B
KOHTYpHIlA
YapyHKOBIli
ynakoBLj, Lo
cknagaetbes 3 3
OKPeMMUX
naacTUKoBMX
KOHTeliHepiB (1
nonepeaHLo
HanoBHeHUI
wnpuy, Ta 1 ronka
B OfHOMY
naacTykKoBoMy
KOHTeliHepi); no 2
KOHTYPHI
YapyHKOBI
ynakoBku (6
nonepeaHLo
HanoBHEHUX
wnpuvuis Ta 6
TrOJ10K) Y KapTOHHiiA
Kopoo6Li

. XodhdpmaHH-
Na Pow Ntg,

LLiBefiuapi
2

Brpo6HMUTBO
Hepo3dgacoBaHO!
NpoAyKLii, BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/O SIKOCTI,
BUNYCK cepil:
Pow diarHocTuke
'M6X, HimeuunHa,
Brpo6HMUTBO
Hepo3dghacoBaHOT
NpPOAYKLUIT:
BetTep ®apma-
®epturyHr rméX i
Ko KI', HimeuuunHa,;
BrnpobyBaHHs
KOHTPOJO AKOCTI:
®.XodhcpmarH-/15
Pow /14,
LLiBeiiuapis,
Brpo6HMUTBO
Hepo3dacoBaHOT
npoayKuii,
BMNpPoByBaHHSA
KOHTPOJO AKOCTI:
®.XodhhmaHH-/1a
Pow tg,
LBeiiLapis

Himeuuunna/
Lseiiapis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUMy: 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
NiKapCbKOro 3acoby, BK/IHOHa0UM NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOGHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y npoueci BUpobHULTBA) -
BMpoOBaKeHHSA cTagil Aerasaujii WasaxXoM nepemilyBaHHsA
ni Bakyymom 6e3nocepefHbo nepes HanoBHEHHSM
LUNPULIB PO3YMHOM FOTOBOTO NiKapCbKOro 3acoby Ans
BMPOGHMYOro npouecy Ha AinbHuyi ®.XoddmaHH-/1a PoLu
NTa, Bypmicser, 4303 KaiicepayrcT, LUBeiiyapis.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBepMXeHHs. 3MiHu | Tuny: 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHa po3mipy
cepii (BK1HOYatouM gianasoH po3Mmipy cepii) roToBoro
nikapcbKoro 3acoby (3mMeHLweHHs go 10 pasis) -
3MEeHLLUEHHSI PO3MipY cepii rOTOBOrO J1iKkapCbKOro 3acoby
Ansa ginbHuui . XodcbmaHH-/1a Pow J1Tg, Bypwmicser, 4303
KalicepayrcT, LLiBeliuapis. [itoya pepakuis: Po3mip cepii
0151 BUPOOHNYOT AinbHuL Pow AiarHocTuke MiexX,
HimeuumHa: 50-120 n. MponoHoBaHa pegakuis: Po3mip
cepii AN BUPO6GHUYOI AinbHUL
Pow AiarHoctuke Mv6X, HimeuunHa: 50-120 n, Po3mip
cepii ans BUPO6HUYOI AinbHULj ®.XodhdmaHH-/1a Pow
Nta, HimeyunHa: 20-65 n. BBefeHHA 3MiH NpOTArom 6-1u
MicAUiB nicnsa 3aTBepmkeHHs. 3MiHu I Tuny: 3MiHK 3
AKOCTI. [OTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULTBI.
3amiHa abo BBeeHHS 4,04aTKOBOI AiNbHULi BUPO6HULTBA
AN YacTUHK abo BCbOro BUPOGHMYOro NpoL,ecy roToBoro
nikapcbKoro 3acoby (AiNbHULA, Ha AKili TPOBOAATLCS Gy Ab-
SKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY Cepil,
NPOBeEeHHA KOHTPOJIIO SIKOCTi Ta BTOPUHHOMO NakyBaHHS,
ANs nikapcbknx 3aco6iB 6i0/10riYHOro/iMyHONOrYHOro
NMOXOAKEHHSA ab0 NikapCbkyx POPM KOMMNIEKCHOro
(cknagHoro) BUPOGHNYOrO NPOLLECY) - BBEAEHHS
[04aTkoBoi AinbHuui @.XoddmanH-/15 Pow J1Tg,

3a
peyenmom

UA/5146/01/02
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
BypmicBer, 4303 KaiicepayrcT, LUBeiiLapis ans
BMPOGHMLTBA Hepo3acoBaHOi NPoAyKLji. BBeaeHHs 3MiH
NpPOTSArom 6-Tu MicALiB Nic/1A 3aTBEPAKEHHS.
283. | PENI®® cynosuTopii TOB "BANEP" YkpaiHa IcTiTyTO AEe Anxeni ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 3MiHu | TUNYy bes UA/3173/02/01
pekTasibHi no 5 mr C.p.n. - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKY /liKapCbKOro peyenma
no 6 cynosutopiis 3aco6y 3 BHECEHHSIM iH(hopMaLii LLoA0 3a3HaYEHHS
y NNacT1KoBoMy OfIMHULIb BUMIpIOBaHHSA y cuctemi Sl. BBeieHHsA 3MiH
cTpuni; no 2 NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMKEHHS
cTpunn y
KapTOHHII Kopo6Lii
284. | PENI®® Masb pekTasibHa, TOB "BAVIEP" YKpaina damap A.B.E. Ipeuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/1953/01/01
AOBAHC 200 mr/r;no 28,4 r ABnoH MnaHT - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenma
y Ty6i; no 1 Ty6i y 3ac06y 3 BHECEHHAM iHthopMalii LLoA0 3a3HaYEHHS
KOMMEKTi 3 OAVHWLb BUMIPIOBaHHS y cuctemi Sl. BBegeHHS 3MiH
annikatopom y NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPIKEHHS
KapTOHHI Kopo6bLyi
285. | PENI®® cynosuTopii TOB "BANEP" YkpaiHa IcTiTyTOo e Anxeni ITanisa BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHW | TUNY 6e3 UA/7089/01/01
AABAHC pekTanbHi no 206 C.p.n. - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBK JlikapCbKOro peyenma
Mmr; no 6 3acoby 3 BHeCeHHAM iHthopMaLii LWoA0 3a3HauYeHHs
cynosuTopiiB y OAVHULb BUMIpOBaHHA Y cuctemi Sl. BBeeHHA 3MiH
cTpuni; no 2 NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMAKEHHS
cTpunu y
KapPTOHHii
ynakoBLj
286. | PENI®® cynosuTopii TOB "BANEP" YkpaiHa IcTiTyTOo e AHxeni ITania BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/1954/01/01
YNbTPA pekTasibHi o 6 C.p.n. - OHOBJ/IEHHS TEKCTY MapKyBaHHS1 YNakoBKM JliKapCbKOro peyenma
CynosuTopiiB y 3aco6y 3 BHECEHHSAM iH(hopMaL,ii LLoAo 3a3HaYeHHS
cTpwni; no 2 OAVHWLb BUMIPIOBAHHSA Y cucTeMi Sl. BBeeHHs 3MiH
cTpunu B NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS
KapTOHHI Kopo6Li
287. | PEHHI® BE3 Tabnetkun Baiiep LLiBeiuapi Oenbdhapm Manaps ®paHuia BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY 6e3 UA/6025/01/01
LYKPY XyBaslbHi 3 KoHcblomep a - BUNYYeHHS BUPOGHNYOI AinbHuLi aAna APl KanbLito peuenma
M'ATHUM CMaKOM; Kep Al KapboHaTty Mineraria Sacilese S.p.a., Italy
no 6 TabneTok y
6nictepi; no 2 abo
4 6nictepn B
KapTOHHil
Kopobui; no 12
Tabnetok y
6nicTepi 3
nepdopadieto; no
1 a6o 2 6nictepu
B KapTOHHii
KopoobLi
288. | PEHHI® 3 TabneTtkn Baliep LLiseliyapi [enbchbapm aliaps dpaHuis BHECEHHS 3MiH 40 peecTpavLiiHnx martepianis: 3miHu | Tuny 6e3 UA/7799/01/01
AMNENbCUHOB | yBasibHi; no 12 KoHcbomep A - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKW JliKapCbKOro peyenma
MM CMAKOM TabneTok y Kep Al 3ac06y 3 BHECEHHSAM iHhbopMaL,ii LLoA0 3a3HAYEHHS
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
6nictepi 3 OAVHWLb BUMIPIOBAHHSA Y cucteMi Sl. BBeeHHs 3MiH
nepdopavieto; no NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS
1 a6o no 2
6nictepu B
KapTOHHIN
Kopob6ui; no 6
Tabnetok y
6nictepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lii
289. | PEHHI® 3 Tabnetkun Baiep LLisenuapi [enbdapm Manapa ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/7798/01/01
MEHTO/IOBUM | yBasibHi no 12 KoHcblomep a - OHOBJ/IEHHSA TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peyenma
CMAKOM Tabnetoky Kep Al 3acoby 3 BHECEeHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
6nicTepi 3 OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
nepdopadieto, no NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS
1 a6o no 2
6nictepu B
KapTOHHil
KopobLi; no 6
Tabnetok y
6nicTepi, no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lii
290. | POBAMIUH® TabneTkn, BKpUTI TOB "CaHoi- YkpaiHa CAHO®I C.IN.A. ITania BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/6053/01/01
060/10HKOI0, N0 ABeHTIC - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA N3. peyenmom
1500 000 MO YkpaiHa" 3anponoHoBaHo: Po3gin «MapkyBaHHs» BignosigHo go
Nel6 (8x2): no 8 3aTBEPA)KEHOrO TEKCTY MapKyBaHHA. OHOBNEHHS TEKCTY
Tabnetok y MapKyBaHHS YNakoBKW MiKapCbKOro 3ac00y 3 BHECEHHAM
6nictepi; no 2 iH(hopMaLii WoA0 3a3HaYeHHS OAUHMLb BUMIPOBAHHS Y
6nictepu B cuctemi Sl. BBefieHHA 3MiH NPOTArom 6-Tv MicsiLiB nmicns
KapPTOHHII Kopo6Lii 3aTBEPKEHHSA
291. | CAJNTODANDbK cynosuTopii Op. danbk HimeuunH BignosiganbHuii 3a HimeuunHa/ | BHeCEeHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 3a UA/3745/03/03
pekTasnbHi no 1000 ®apma M'm6X a BUWMYCK Cepiii LBeiiLapis - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peuyenmom

Mr, no 5
Cyno3unTopiiB y
cTpwuni; no 2 abo 6
CTpuniB B KOpoobLi
3 KapTOHY

KIHLLEBOro NPoAyKTy
Ta a/ibTepHaTNBHE
BTOPVIHHE
nakyBaHHs:
Ap. ®anbk Papma
M6X, HimeuunHa;
Brpo6HMK
[030BaHoi chopmu,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI:
Bichop CA
LiBaliHigepnaccyHr

afpecy Micus NPOBaKEHHNA AiSNIbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IOYAK0UM AiNbHUL BUMYCKY cepii abo micue
NpOBeLEeHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
cepiid) - 3MiHa Ha3Bu BUpo6HKKa N3 Bicdop CA
LiBaiiHigepnaccyHr Megixemi ETTiHreH, LUBeiiuapis, 6e3
3MiHM MicLS BUPO6HMLTBA
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
Megixemi ETTiHreH,
Lseiiuapis
292. | CAHOPUH cnpeii HasaslbHUiA, "KcaHTic Kinp TeBa Yex IHAacTpi3 Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu || 6e3 UA/2455/04/02
po3uuH 0,5 mr/mn Papma c.p.o. Pecny6nika TUMY - NogaHo oHoBeHUi i ASMF Ha fitouy peqyoBuHy peyenma
nol0omny NimiTen" Hadhas3oniHy HiTpaTy Big BMpo6HUKa Loba Feinchemie
thnakoHi, no 1 GmbH, AscTpis 3anponoHoBaHo: Nov 2018, version 3.0
hnakoHy pasom 3
annikatopom ans
MOPOXHWHW HOCA B
KopoobLi
293. | CAHOPUH cnpeit HazanbHWiA, "KcaHTic Kinp TeBa Yex IHAacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu || 6e3 UA/2455/04/01
po3uuH, 1 mr/mn dapma c.p.o. Pecny6nika TUMy - NogaHo oHoBneHuii ASMF Ha fitody peqyoBuHy peyenma
no1l0mny NimiTen" Hadha3oniHy HiTpaty Big BMpobHUKa Loba Feinchemie
hnakoHi 3 GmbH, ABcTpisi; 3anponoHoBaHo: Nov 2018, version 3.0)
MexaHi4yHUM
po3nunoBayem;
no 1 dpakoHy
pasom 3
annikatopom ans
MOPOXHWHW HOCA B
Kopoo6Li
294. | CAHOPUH Kpanni HasasibHi, "KcaHTic Kinp TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu || 6e3 UA/2455/02/01
po3ynH 0,5 mr/mn dapmva C.p.o. Pecny6nika TNy - NoAaHo OHOBEHN ASMF Ha filouy peqyoBuHy peyenma
no10 mny NimiTen" HadpbazoniHy HiTparty Bif BUpo6HMKa Loba Feinchemie
donakoHi 3i ckna; GmbH, AscTpis 3anponoHosaHo: Nov 2018, version 3.0
no 1 chnakoHy,
OcHaLLleHOMy
KpanesibHuLero Ta
KPULLIKOIO Y
KapTOHHI Kopo6Lli
295. | CEM/IOMNIH® Tabnetkn no 2,5 TOB "KYCYM Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/9382/01/01
Mr o 14 TabneTok OAPM" SAPM" - 3MiHM Y MeTogax BUNpobyBaHHs rOTOBOTO NiKapCbKOro peyenmom
y 6nictepi, no 2, 4 3acoby A0 TecTiB "Po34nmHeHHs" ,"CynpoBiHi LOMiLLKn",
abo 6 6nicTepiB y "KinbkicHe B13HaueHHs", "OgHOpIgHICTb 4030BaHNX
KapTOHHil OAMHNLB" y 3B 513Ky 3 OMTMMIi3aLielo yMOB BUNPOOyBaHHS
ynakosLUi
296. | CEM/IONIH® Tabnetkn no 5 mr TOB "KYCYM YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/9382/01/02
no 14 tTabneTtok 'y OAPM" SAPM" - 3MiHM Y MeToAax B1NpobyBaHHs rOTOBOTO NiKapCbKOro peyernmom
6nictepi, no 2, 4 3acoby A0 TecTiB "Po3umHeHHs" ,"CynpoBigHi fOMiLLKn",
abo 6 6nicTepiB y "KinbkicHe B13HaueHHs", "OgHOpIgHICTb 4030BaHNX
KapTOHHIiA OAMHMLIL" y 3B A3KY 3 ONTUMI3aLi€0 YMOB BUNPOOYBaHHS
ynakosLUi
297. | CEHU NNCTA NINCTA Ta nnoam MpAT YKpaina MpAT "NiktpaBn" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/5882/01/01
TA nnoan pi3aHo-npecoBaHi "NikTpasun” - 3MiHM Y npoLeci BUPOGHULITBA FOTOBOIO NiKapCbKOro peyenma

no 100 r y naykax
3 BHYTPILLHIM
nakeTom

3aco06y, BKIOYaoUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCSA MNPV BUPOOHULITBI FOTOBOrO NiKapCbKOro
3aco6y (He3Ha4yHa 3MiHa y npoLeci BUPOGHULITBA); 3MiHK Il
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
Tuny - 3MiHa napameTpis cnewudikauiin Ta/abo
[0NyCTUMUX MEX FOTOBOTO JliKapCbKOro 3acoby (3miHa
3HaxoAMTLCA No3a 3aTBePMKEHUMMN AOMYCTUMUMMN
Mexamu cneuumdikadiii)
298. | CEPETUA™ NOPOLLOK AN nakcoCmitKn Benuka nakco Bennkom dpaHuisn/ BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/8524/01/01
ANCKyCc™ iHransauin, AinH EkcnopT BpuTaHis MpoaakLLH, Benuka - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peyernmom
no3oBaHuii, 50 NimiTen ®paHuis; Makco BpuTaHis 3aco6y 3 BHECEeHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
MKr/100 mKr/gosy, OnepeiiwHc FOK OAMHNLb BUMIpOBaHHA y cuctemi Sl. BHeceHHs 3miH Ao
no 60 fo3y NimiTen, Benvika po3giny «MapkyBaHHA» MKH /13: 3anponoHoBaHo:
avckyci; no 1 BpuTaHia MapkyBaHHS 3rigHO 3aTBEP)KEHOT0 TEKCTY MapKyBaHHS.
ANCKycy B TepMmiH BBeLEHHS 3MiH NpoTArom 6 micauis nicns
KapTOHHIiA 3aTBEPAKEHHS
ynakosLi
299. | CEPETUA™ NOPOLLOK AN nakcoCmitKn Benuka nakco Bennkom dpaHuin/ BHECEHHS 3MiH [JO peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy 3a UA/8524/01/02
ANCKYyC™ iHransuiin, SH ExcnopT BpuTaHis MpogakLuH, Benwuka - OHOBJIEHHS! TEKCTY MapKyBaHHS1 YNakoBKM JliKapCbKOro peyenmom
no3oBaHuit, 50 Nimiten ®paHuis; Makco BpuTaHis 3aco6y 3 BHECEHHSIM iHchopMaLii LLoA0 3a3HaYEHHS
MKI/250 MKr/go3y, OnepeiiwHc FOK OAMHULb BUMIpOBaHHSA Y cuctemi Sl. BHeceHHs 3MiH A0
no 60 go3y NimiTen, Benvka po3giny «MapkyBaHHs» MKSA /13: 3anponoHoBaHo:
avckyci; no 1 BpuTaHia MapkyBaHHS 3rigHO 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS.
Anckycy B TepMmiH BBEfleHHS 3MiH NpoTArom 6 micauis nicns
KapTOHHIN 3aTBEPAKEHHS
ynakoBLj
300. | CEPETUA™ NOPOLLOK A/1A nakcoCmitKn Benuka nakco Bennkom ®paHuia/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/8524/01/03
ANCKyCc™ iHransauin, AliH EkcnopT BputaHis MpoaakLuH, Benvka - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKY /liKapCbKOro peyenmom
[o030BaHui, 50 NimiTeq ®paHLisa; Makco BputaHis 3aco6y 3 BHECEHHSM iH(hopMaL,ii LLoA0 3a3HaYEeHHS
MKr/500 mKr/go3y, OnepeiiwHc HOK OAMHULb BUMIPIOBAHHSA Y cucteMi Sl. BHeceHHs 3MiH 10
no 60 go3y Nimitea, Benuka po3giny «MapkysaHHs» MKA /13: 3anponoHoBaHo:
Aavckyci; no 1 BpuTaHis MapkyBaHHS 3rifHO 3aTBEPL)KEHOTO TEKCTY MapKyBaHHS.
Ouckycy B TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
KapTOHHiiA 3aTBEPMAKEHHS
ynakoBLi
301. | CIMBPUH3A® Kpanni o4Hi no 5 HoBaprTic LLiBefuapi AsnkoH-KyBpbop Benebris BHECEHHS 3MiH 0 peecTpavljiiiHuX maTepianis: 3MiHu | TUNy 3a UA/15669/01/01
MY hiakoHax- ®Papma Al A - 3MiHK A0 IHCTPYKUiT 415 MeANYHOro 3acToCyBaHHS peyernmom
KpanesbHULAX NiKapcbKoro 3acoby Ao po3ainy "3actocyBaHHs y nepios
"[Opon-TeiiHep®", BariTHOCTi abo rogyBaHHs rpyaare”. BBeAeHHs 3MiH
Ne 1 a6o Ne 3 NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPIKEHHS
302. | CMODNINIA 20 | emynbeia gns dpeseHiyc HimeuunH ®peseHiyc Kabi AscTpis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/13846/01/01
% iHdpysii no 100 Kabi a ABcTpif FTM6X - 3aMiHa po3giny «padiyHe 0thopPM/IEHHNA YNakoBKM» Ha peyenmom
M, abo no 250 Hoiunang po3ain «MapkyBaHHs» B MK J13: 3anponoHoBaHo:
M, abo no 500 mn 6X MapKyBaHHs. 3rifHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.

y thnakoHi; no 1
a6o no 10
hnakoHiB y
KapPTOHHI Kopobui

OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro
3acoby 3 BHECEeHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH

NpoTArom 6-Tu MicsLIB NicNsa 3aTBepAXEHHSA
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Ne

Hassa

o ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
303. | CONNAHTPA® Kpem, 10 mr/r; no Fangepva CA | LUBeiiuapi Awmartcirpyn, PpaHuis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 3a UA/16320/01/01
30 ryTy6i; no 1 A ®paHuisa - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenmom
Ty6i B KQPTOHHIlA (BnpobyBaHHs 3aco6y 3 BHECEHHSM iH(hopMaL,ii LLoA0 3a3HaYEHHS
KopooLi KOHTPO/O SIKOCTI, OAIMHULb BUMIPIOBAHHSA Y cucteMi Sl. BHeceHHs 3MiH 10
BMNpoByBaHHSA po3giny «MapkysaHHs» MKA /13: 3anponoHoBaHo:
CTabinbHOCTI); «3rigHo 3aTBEpIKEHOMY TEKCTY MapKyBaHHs». BBegeHHs
Nab6opaTopii 3MiH NPOTArom 6-Tu MiCALIB NicNa 3aTBEPAKEHHS
Fangepwma, ®paHuis
(BMpOGHMLTBO,
nakyBaHHs1,
MapKyBaHHs,
BMNpPO6YBaHHS
KOHTPO/O AKOCTI,
BMNpPOByBaHHSA
CTabinbHOCTI Ta
BUMNYCK Cepiid)
304. | CONAHTPA® Kpem, 10 mr/r; no Fangepma CA | LUseiuapi Awmarcirpyn, ®paHuisa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/16320/01/01
30 ryTy6i; mo 1 A PpaHuis - 3MiHW A0 IHCTPYKUii 415 MenyYHOro 3acTocyBaHHs peyenmom
Ty6i B KQPTOHHIlA (BunpobyBaHHs nikapcbKoro 3acoby a0 po3ziny "Mo6iyHi peakyii” 3rigHo 3
Kopoo6Li KOHTPO/IO SKOCTI, pekomeHgauismi PRAC. BeefeHHS 3MiH NpOTArom 6-Tu
BMNpPO6YyBaHHS MicAILiB MicNs 3aTBEPXKEHHS; 3MiHW |l TUNY - 3MiHW 80
cTabinbHocTi); IHCTPYKLUIT ANA MEANYHOr0 3aCTOCYBaHHS NiKapCbKOro
Nab6opaTtopii 3aco6by Ao po3ginie "Oco6/MBOCTI 3aCTOCYBaHHS",
Fangepwva, ®paHuis "Mo6iyHi peakuyji" Ta pegaryBaHHs po3giny
(BUPOGHMLTBO, "apmMakonoriyHi BnactusocTi" . BBeAaeHsi 3MiH NPOTArom
nakyBaHHs, 6-TV MicALiB NicNsA 3aTBEPAKEHHS
MapKyBaHHs,
BUNPOBYBaHHSA
KOHTPO/O SIKOCTI,
BMNpPO6YyBaHHS
cTabinbHOCTI Ta
BWNYCK Cepiii)
305. | CONEAYM® ractpopesuncteHTH | Kaccenna-mepg | HimeyunH ApTecaH ®apma HimeuumHa/ | BHeCEHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3miHu | Tuny 6e3 UA/15105/01/01
DPOPTE i Kancynu m'ski, no | 'm6X eHg Ko. a v6X & Ko. KT, PymyHis - 3MiHY WoAo 6e3neku/ehekTUBHOCTI Ta thapmakoHarnagy. peyenma
200 wmr, no 20 KI HimeuunHa BBefeHHs1 ab0 3MiHM A0 y3ara/lbHEHUX JaHWX Npo
Kancyn y énicrepi, (nepBuHHe Ta cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUxX
no 1 6nictepy B BTOPUHHE [aHuX nNpo cuctemy thapmakoHarnsgy, samiHa
KapTOHHIN nakyBaHHs); YMOBHOB&XXEHOI 0CO6MU, BigNOBIgaIbHOI 3a 34iAICHEHHS
Kopo6ui; no 25 AptecaH ®apma thapmakoHarnsay; KOHTakTHOi 0cobu 3 dhapmakoHarnsgy
Kancyn y 6nicrepi, 'MBX & Ko. KT, 3asBHUKA 419 34iICHEHHA hapMakoHarnisgy B YkpaiHi,
no 2 aéo 4 HimeuunHa SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0CcOo6Y,
6nictepu B (BTOpUHHE BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
KapTOHHI Kopo6bLyi nakyBaHHs); (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
KataneHT MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa

HimeuunHa E6epbax
v6X , HimeuunHa

KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3asIBHUKA,
BiiNOBiAaNbHOI 3a 3iiCHEHHS hapmakoHarnsaay B
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
(BUPOBHMLTBO YkpaiHi. Aitoya pefakuis: AHaHkiHa FOnisa OnekcaHapisHa.
kancyn (6e3 MponoHoBaHa pepgakuis: BiTkoBcbka TeTsaHa BitaniisHa.
nokputTs) in bulk); 3MiHa KOHTaKTHUX AaHVX KOHTaKkTHOI 0co6u
Knoctepdpay YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
Bepnin M'm6X, 3fificHeHHs thapmakoHarnsgy B YkpaiHi
HimeyunHa
(HaHaceHHs
NOKPUTTS, BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
Bunyck cepii); C.K.
Csicckanc PymyHis
C.P.J1., PymyHis
(BMPOGHNLTBO
kancyn (6e3
nokpuTTA) in bulk)

306. | CONIBNM® TabneTku, BKpUTI AT Ykpaina AT "BITAMIHN" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny 6e3 UA/5184/01/01
060/10HKOI0, "BITAMIHWN" - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma
KMLLKOBOPO3YMHHI afpecu 3asBHUKa (B/1acHVKa peecTpaviiHoro
no 20000 J10; no nocsigyeHHs). 3viHa HaliMeHyBaHHA Ta agpecy 3asiBHMKa.

10 Tabnetok y TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
6nictepi, no 2 abo 3aTBEPMKEHHSA. 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHN.
5 6nictepis y 3miHa HalimeHyBaHHs Ta/abo agpecu Micus NpoBafkKeHHS
nauui 3 KapToHy AiSNbHOCTI BUpOBHUKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKIYa4mn AinbHUL BUNYCKy cepii abo micue
NpoBefEeHHS KOHTPO/II0 AKOCTI. (AIANbHICTb, 3a SKy
BiANOBiAae BNUPOGHMK/IMNopTep, BKIOYaoUM BUMYCK
cepiii). 3MiHa HaliMeHyBaHHs Ta agpecu BUpo6Huka M3,
6e3 3MiHV MicuA BUPO6HMLTBA. TEPMIH BBEAEHHS 3MiH -
NPOTAroM 6 MicALiB Nicna 3aTBepmkKeHHs. 3MiHu | Tuny -
3MiHuM Woao 6e3nekn/eheKTMBHOCTI Ta hapmakoHarnsmy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
[aHux Npo cuctemy hapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 4151 34iICHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYMN KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI
macTep-calina cuctemu dhapmakoHarnagy). 3miHa
KOHTaKTHUX AaHMX YNOBHOBAaXEHOI 0CO6M, BiANOBIAAIbHOI
3a thapmakoHarnag.
3MiHa Micus 34jiACHEHHST OCHOBHOT AiS/IbHOCTI 3
thapmakoHarnagy. 3miHa MicLue3HaxomKeHHs macTep-
dhaiina.
307. | COMABEPT niocpinizat ans Mdpaiizep Eiu. CLIA BupobHuuTBo, Benbrisi/ BHECEHHS 3MiH [10 peecTpaliiiHuX maTepianis: 3MiHu | Tuny 3a UA/17108/01/04
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
po34nHy AN Ci. Ni. KOHTPO/b AKOCTi Ta IpnaHgis - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta hapMakoHarnisgy peuenmom
iH'ekuin no 30 wmr; KopnopeiiwH BWMYCK cepii BOAu (iHLWi 3MiHK).
10 chnakoHiB 3 ANs iH ekuin y OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKU /TiKapCbKoro
niocpinizatom y nonepegHL0 3aco6y 3 BHeCeHHsAM iHhopMaLii LWoA0 3a3HauYeHHs
NPOMIXHIi HanoBHEHNX OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
KapTOHHil LnpuLax, NpoTArom 6-T1 MicALIB MiC/A 3aTBEpMXEHHS. 3MiHu | Tuny
Kopobui; 3 ofHovyacHe - 3MiHK 3 sIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema
NPOMiKHI KApTOHHI nakyBaHHA Ta KOHTeWHep/3aKynoptoBasbHWi 3aci6 (iHWi 3MiHW) -
KOpOG6KM B MapKyBaHHA BOAU BHECEHHS YTOUYHEHHSA [0 onucy p. «Ynakoska» MKA N3, a
KomnnekTi 3 30 ONA iH ekyin Ta came iHhopmaL,ii LWoA0 NPOMDKHOI KapTOHHOT KOpobku ANns
nonepegHL0 nikapcbKoro 3acoby; nakyBaHHS h1akoHiB 3 niodpinizatom no 10 dhnakoHis.
HanoBHEHNMMU BUPOBGHNLITBO 3MiHM BHECEHO B iHCTPYKLiI0 4151 MeANYHOro
wnpvyamm 3 nikapcbKoro 3acoby 3acTocyBaHHA y p. "YnakoBka" 3 BigMoBiAHNMU 3MiHaMK Y
PO3UYNHHUKOM in bulk Ta nepeuHHe TEKCTi MapKyBaHHS YNakoBKW JliKapCbKOro 3acoby.
(Boga ans nakyBaHHs1; BUMYyCK BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
iH’ekuiid) no 1 mn cepii nikapcbkoro 3aTBEPKEHHS.
Ta 30 6e3neyHnmmn 3ac06y; KOHTPO/b
ronkamu B AKOCTI NikapCbKOro
KapTOHHI Kopo6Lyi 3acoby, 3a
BUK/TIOYEHHAM TECTY
"BioaHaniz":
Mcpaiizep
MeHtochekuypuHr
Benbrisa HB,
Benebris;
KoHTponb skocTi
nikapcbkoro 3aco6y:
Mdpaiizep IpneHp,
PapmaceyTumkanic,
IpnaHgis
308. | COMABEPT niocpinizat ans Mdpaiizep Eifu. CWA Bupo6bHnyTBO, Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/17108/01/01
po34nHy AnA Ci. Mi. KOHTPO/b AKOCTi Ta IpnaHgjs - 3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsgy peyenmom
iH'ekyit no 10 wmr; KopnopeiiwH BMNYyCK cepii BOAn (iHWi 3miHW).

10 chnakoHis 3
niogpinizatom y
NPOMiXHii
KapTOHHii
Kopobui; 3
NPOMIiXHi KapTOHHi
KOpobku B
KomnnekTi 3 30
nonepeaHLo
HanoBHEHNMU
wnpuyamm 3
PO3YNHHVKOM
(Bopa ansa
iH'ekuii) no 1 mn

ANs iH ekuin y
nonepegHL0
HarnoBHEHNX

Lwnpuuax,
ofiHoyacHe
nakyBaHHA Ta
MapKyBaHHs1 BOAM

ONs iH ekuin Ta

nikapcbkoro 3acoby;

BUPOGHULTBO

nikapcbKoro 3acoby

in bulk Ta nepBrHHe
nakyBaHHS1; BUMYyCK
cepii nikapcbkoro

OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro
3ac06y 3 BHECEHHAM iHthopMal,ii LWoA0 3a3HaYEHHS
OAVHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHs 3MiH

NPOTArom 6-Tv MiCALIB Nicna 3aTBepAKEHHS. 3MiHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHWii 3aci6 (iHWi 3MiHK) -
BHECEHHSA YTOYHEHHS [0 onucy p. «Ynakoska» MKA /13, a
came iHthopmal,ii LWoAo NPOMIDKHOI KapTOHHOI KOpoOKKU ANst
nakyBaHHs piiakoHiB 3 niocpinizaTom no 10 chriakoHiB.
3MiHM BHECEHO B iIHCTPYKLiIO 418 MeaU4HOro
3acTocyBaHHA y p. "YnakoBka" 3 BifgnoBigHAMMN 3MiHaMK Y
TEKCTi MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby.
BBeaeHHSA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS.
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
Ta 30 6e3neyHmMmn 3aco0by; KOHTPO/Ib
rofikamv B AKOCTI NiKapCbKOro
KapTOHHI Kopo6Li 3acoby, 3a
BUK/IIOYEHHAM TecTy
"BioaHani3":
Mdpaiizep
MeHtodhekUypuHr
Benbrist HB,
Benbris;
KoHTponb sIKoCTi
nikapcbKoro 3acoby:
Mdpaiizep IpneHg,
dapmaceyTukanc,
Ipnangis
309. | COMABEPT niodpinizat ans Mdpaiizep Eitu. CLWA Brpo6HMLTBO, Benbrisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHu | Tuny 3a UA/17108/01/02
pO34nHy AN Ci. Ni. KOHTPO/b AKOCTi Ta Ipnangis - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnisgy peuenmom
iH'ekyin no 15 wmr; KopnopeiiwH BUMYCK cepii BOAU (iHLWi 3MiHK).
10 chnakoHis 3 ANs iH ekuin y OHOBJIEHHA TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro
niocpinizatom y nonepegHL0 3aco6y 3 BHECEeHHSAM iHGhopMaLii LWoA0 3a3HauYeHHs
NPOMIXHIi HanoBHEHNX OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
KapTOHHil wnpuuax, NPOTArom 6-Tv MiCALIB Nic/A 3aTBEPKEHHSA. 3MiHu | Tuny
Kopobui; 3 ofiHovyacHe - 3MiHK 3 sIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema
NPOMiKHI KapTOHHI nakyBaHHA Ta KOHTeliHep/3aKynoptoBasibHWi 3aci6 (iHLWi 3MiHK) -
KOpob6KM B MapKyBaHHs1 BOAM BHECEHHSA YTOUHEHHA [0 onucy p. «Ynakoska» MKA N13, a
KomnnekTi 3 30 ONs iH ekyin Ta came iHhopmaL,ii LWoA0 NPOMIKHOI KapTOHHOT KOpobku ANns
nonepegHLo nikapcbkoro 3acoby; nakyBaHHS dh1akoHIB 3 niodpinizatom no 10 donakoHis.
HanoBHEHNMMU BUPOBHNLITBO 3MiHN BHECEHO B IHCTPYKLiI0 4151 MeANYHOro
wnpvyamm 3 nikapcbKoro 3acoby 3acTocyBaHHA y p. "YnakoBka" 3 BigMoBiAHNMU 3MiHAMK Y
PO3UYNHHWKOM in bulk Ta nepeuHHe TEKCTi MapKyBaHHS YNakoBKW JlikapCbKOro 3acoby.
(Bopa ansa nakyBaHHs; BUMYCK BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
iH'ekuiid) no 1 mn cepii nikapcbkoro 3aTBEPAKEHHS.
Ta 30 6e3neyHnmmn 3ac00y; KOHTPO/b
rosikamu B AKOCTI /TIKapCbKOro
KapTOHHI Kopo6Lli 3acoby, 3a
BVK/TIOYEHHAM TECTY
"BioaHaniz":
Mcpaiizep
MeHtochekuypuHr
Benwria HB,
Benebris;
KoHTposnb skocTi
nikapcbKoro 3acoby:
Mdpaiizep IpneHp,
PapmaceyTumkanic,
IpnaHais
310. | COMABEPT niogpinizat gna Mdpatizep Eitu. CLWA Brpo6HMLTBO, Benebris/ BHECEHHS 3MiH 10 peecTpavliiiHux maTtepianis: 3miHun | TUNY 3a UA/17108/01/03
PO34MHY A5l Ci. Ni. KOHTPO/Ib SIKOCTi Ta Ipnangis - 3MiHM Woao 6e3nekn/eddekTVBHOCTI Ta papMakoHarisgy peyenmom
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
iH'ekyii no 20 wmr; KopnopeiiH BMNYyCK cepii Boan (iHWi 3MiHW).
10 chnakoHis 3 ANs iH ekuin y OHOB/EHHA TEKCTY MapKyBaHHS YNakoBKW /iKapCbKoro
niogpinizatom y nonepegHL0 3aco6y 3 BHECEHHSM iH(hopMaL,ii LLoA0 3a3HaYEHHS
NPOMIXHii HanoBHEHUX OAVHWLb BUMIPIOBAHHSA Y cuctemi Sl. BBeeHHs 3MiH
KapTOHHIM Lwnpuuax, NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPMKEHHS. 3MiHu | Tuny
Kopob6ui; 3 ofHo4acHe - 3MiHK 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6. Cuctema
NPOMIiXHi KApTOHHI nakyBaHHs Ta KOHTeliHep/3aKkynoptoBasibHWiA 3aci6 (iHLWi 3MiHK) -
KOpO6KM B MapKyBaHHA BOAM BHECEHHSA YTOUYHEHHSA [0 onucy p. «Ynakoska» MKA N13, a
komnnekTi 3 30 ONs iH eKyin Ta came iHchopMmalii LLoA0 NPOMKHOI KapTOHHOT KOPObKK Ans
nonepegHL0 nNiKapcbkoro 3acoby; nakyBaHHs priakoHiB 3 niocpinizaTom no 10 chriakoHiB.
HanoBHEHUMU BUPOBHMLTBO 3MiHM BHECEHO B iHCTPYKL,iIO 4158 MegUuyHoro
wnpvyamm 3 nikapcbKoro 3acoby 3acToCcyBaHHA y p. "YnakoBka" 3 BigMoBiAHNMMN 3MiHAMK Y
PO3UYNHHMKOM in bulk Ta nepBnHHE TEeKCTi MapKyBaHHS yNakoBKU NiKapCbKoro 3acoby.
(Boga ans nakyBaHHs; BUMYCK BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
iH’ekuiid) no 1 mn cepii nikapcbkoro 3aTBEPMAKEHHS.
Ta 30 6e3neyHmMmn 3aco0by; KOHTPO/Ib
rofikamv B AKOCTI NMiKapCbKOro
KapTOHHI Kopo6Lyi 3acoby, 3a
BUK/IOYEHHAM TecTy
"BioaHani3":
Mdpaiizep
MeHtoghekUypuHr
Benbrist HB,
Benbris;
KoHTponb sIKoCTi
nikapcbKoro 3acoby:
Mdpaiizep IpneHg,
dapmaceyTukanc,
Ipnangis
311. | COMATUH niodpinizat ans TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/17216/01/01
pO34nHy Ans "BIODAPMA" BIODAPMA" - 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuenmom
iH ekuii no 1,3 mr BBeneHHs1 abo 3MiHM A0 y3ara/lbHEHUX JaHVX Npo
(4 MO) y cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHnxX
dhnakoHax Nely [aHnxX Npo cucTemy dhapmakoHarnsgy, 3miHa
KOMMIEKTi 3 YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
PO3UYNHHVIKOM dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
(pO3uuH

MeTakpesony 0,3
%) no 1,0 mn B
amnynax Nely
6nicTepi

3asBHMKa 4151 34iICHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYMN KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI
mMacTep-caiina cuctemy papmakoHarisgy) - 3amMiHa
YMOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMoBigaIbHOI 3a
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
pegakuis — Mpycbkuii CTaHicnas Bonogmmuposuy. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA dapmakoHarnsgy
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
312. | COMATVH niocpinizat ans TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 3a UA/17216/01/02
po34nHy AnA "BIOPAPMA" BIO®APMA" - 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
iH ekuili no 2,6 mr BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHKX NPo
(8 MO) y cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX
dhnakoHax Nely JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
KOMMEKTi 3 YMOBHOBaXEHOT 0C06U, BiANOBIAA/ILHOT 3@ 34iiCHEHHS
PO3UYNHHVKOM dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3 hapmakoHarnagy
(po3uuH 3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B Ykpaii,
meTakpesony 0,3 AKLLIO BOHA BigMiHHA Bi, YNOBHOBaXKEHOT 0cobu,
%) no 2,0 mn B BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
amnynax Nely (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHi
6nictepi MacTep-aiina cuctemy papMakoHarsisay) - 3mMiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
3[jicHeHHs hapmakoHarnsay B YkpaiHi: MponoHoBaHa
pepakuis — MNpycbknii CtaHicnas Bonogvmuposuy. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEeHOi 0COOM 3asBHUKa,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
313. | COPTEH3ND® Tabnetkun AT Bonrapis AT "Codhapma” , Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/14809/01/01
NPOSIOHrOBaHoI Al "Codpapma” Bonrapis - 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuenmom
no 1,5 mr Ne 30 (BMPOGHMLTBO BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
(10x3) y Hepo3dhacoBaHOT cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHnxX
6nictepax NpoAYyKLii, NepBNHHA [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
Ta BTOPUHHA YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
ynakoBska); AT dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
"Codhapma”, 3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
Bonrapis (8o3Bin Ha AKLLIO BOHA BigMiHHa Bifj, YNOBHOBaXKEHOT 0cobu,
BUNYCK cepil) BiANOBIAA/IbHOI 32 34iicCHEHHA ddapmakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemy papmakoHarisay) - 3mMiHa
YMOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMoBigabHOI 3a
hapmakoHarnsag.
MponoHoBaHa pegakuis: Cnacosa CeeTnaHa / Spasova
Svetlana. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0Cco6M
3asBHVKa, BigNoBigasIbHOI 3a dhapmakoHarnsg. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI
0co6y 3as1BHMKA, BiANOBiAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy B YkpaiHi. 3miHa micus 34iiCHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina cuctemm
chapmakoHarnsgy
314. | CTPENCIIC® NbOASAHNKM; MO 8 PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/4927/01/01
BE3 LLYKPY, 31 NbOOSAHUKIB Y BeHkizep BpuTaHis Xenckep BpuTaHis - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenma
CMAKOM 6nicTepi; no 2 Xenckep IHTepHewHn Niviteq 3ac06y 3 BHECEHHAM iHhopMalii LLoA0 3a3HAYEHHS
NNMMOHA 6nictepn B IHTEpPHELHN OAVHWLb BUMIPIOBaHHS y cuctemi Sl. BBegeHHS 3MiH
KapPTOHHIN JNimiTen NpoTArom 6-Tu MicsILIB NicNsa 3aTBepAXEHHS
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
Kopobui; no 12
NbOASAHUKIB Y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI Kopo6Lii
315. | CTPENCINIC® NbOAAHUKK; MO 12 PekkiTT Benuka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy 6e3 UA/13607/01/01
ONsA QITEN 6+ NbOASHUKIB Y BeHkizep BpuTaHis Xenckep BpuTaHis - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNaKoBKY JliKapCbKOro peyenma
6nicTepi; no 1 abo Xenckep IHTepHewHn Niviteq 3ac06y 3 BHECEHHAM iHthopMal,ii LWoA0 3a3HaYEHHS
2 6nictepu B IHTEepHeLWHN OAVHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHs 3MiH
KapTOHHII Kopo6Lii NimiTen NPOTSArom 6-Tv MicsILiB Micns 3aTBEPAKEHHS
316. | CTPEMNCIUIC® 3 | nboAsiHMKK, NO 12 PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/7436/01/01
BITAMIHOM C NbOOSAHUKIB Y BeHkizep BpuTaHis Xenckep BpuTaHis - 3MiHM Woao 6e3neku/edhekTVBHOCTI Ta dhapmakoHarnsgy peyenma
31 CMAKOM 6nicTepi; no 2 Xenckep IHTepHewHn Niviteq (iHLWi 3MiHK) - OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKu
AMNENBbCUHA 6nictepn B IHTEpPHELHN NiKapcbKoro 3acoby 3 BHECEHHAM iHthopmalii Lwogo
KapTOHHI Kopo6Lyi Nimiten 3a3HavyeHHs OAVHUL BUMIPIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHSA
317. | CTPENCIIC® 3 | nboAsiHWKK, No 12 PekkiTT Benuka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/6400/01/01
MEAOM TA NbOAAHUKIB Y BeHkizep BputaHis Xenckep BputaHis - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKY /liKapCbKOro peyenma
NNMOHOM 6nicTepi; no 2 Xenckep IHTepHewHn Niviteq 3aco6y 3 BHECEHHSM iHthopMaL,ii LLoA0 3a3HaYeHHS
6nictepu B IHTEepHELHN OAVHULb BUMIPIOBAHHSA Y cucTeMi Sl. BBeeHHs 3MiH
KapTOHHi KopooLyi Nimiteq NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMKEHHS
318. | CTPEMNCIIC® 3 | nboasHuku; no 12 PexkkiTT Benwvka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | TUNy 6e3 UA/6401/01/01
MEHTOJ/IOM NbOASHUKIB Y BeHkizep BpuTaHin Xenckep BpuTaHis - OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro peyenma
TA 6nicTepi; no 2 Xenckep IHTEpHEeLHN 3ac06y 3 BHECEHHAM iHthopMaL,ii LLoA0 3a3HaYEHHS
EBKANINTOM 6nictepu B IHTepHeLwwH Nimites, OAVHULb BMMIpOBaHHSA y cuctemi Sl. BBegeHHsA 3MiH
KapTOHHI Kopo6Lyi NimiTen NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS
319. | CTPENCIIC® cnpeii PekkiTT Benuka BUMYCK cepii: PekkiTT Benuka BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/15692/01/01
IHTEHC/B OPOMYKO3HWIA, BeHkizep BpuTaHis BeHkizep Xenckep BpuTanis/ - 3MiHM Woao 6e3neku/edhekTVBHOCTI Ta dhapmakoHarnsagy peyenma
po3umH 8,75 Xerckep IHTepHeLLHN TainaHg, (iHLLI 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS yNaKkoBKU
mr/gosa, no 15 mn IHTepHeLwwHn Nivitea, Benuka nikapcbKoro 3acoby 3 BHECEHHAM iHhopmaLi Wwoao
y thnakoHi; no 1 Nimiten BpuTaHis; 3a3HavyeHHsa OAVHUL BUMIPIOBaHHSA y cuctemi Sl.
(hNakoHy B BMPOBHULTBO, BBeaeHHS 3MiH NpoTAroM 6-Tu MicALiB nicas
KapTOHHI Kopo6Lyi nakyBaHHA Ta 3aTBepKEHHS
NepBUHHWIA BUMYCK
roToBOro
nikapcbkoro 3acoby:
PekkiTT BeHkizep
Xenckep
MaHydhekuypiHr
(TainaHg) Nimites,
TainaHg
320. | CTPENCIIC® NbOASHUKM, Mo 12 PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [10 peecTpaujiiiHMX maTtepianis: 3MiHu | Tuny 6e3 UA/6479/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
OPUINHANBbHU | nboasHukiB y BeHkizep BpuTaHin Xenckep BpuTaHis - 3MiHK Wonao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy peuyenma
" 6nicTepi, no 2 Xenckep IHTepHewHn Niviteq (iHLWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
6nictepu B IHTepHeLwwH nikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaL,ii Wwoao
KapTOHHI KopooLyi NimiTen 3a3HavyeHHs OAVHULLL BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPAKEHHS
321. | CTPENTOKIHA | niochinizaT ans TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNy 3a UA/6778/01/02
3A-BIODAPMA | po3unHy gns "BIOPAPMA" "BIO®APMA" - 3MiHM WoAo 6e3neku/ehekTUBHOCTI Ta chapmakoHarnagy. peyenmom
iHdpysiii no 1 500 BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
000 MO, 1 cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHNxX
dhnakoH 3 [aHuX nNpo cuctemy chapmakoHarnsgy, amiHa
niodpinizatom y YMOBHOBaXeEHOT 0co6y, BiANOBIAAbHOI 3a 34iiCHEHHS
6nictepi; no 1 hapMakoHarnsay; KOHTakTHOI ocobu 3 hapMakoHarnagy
6nicTepy y nauyj 3 3asBHMKa AN 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
KapTOoHY AKLLO BOHA BiAMiHHA Bifj, YNTOBHOBaXEHOI 0co6Mm,
BiANOBIAA/IbHOI 3a 34ilicHEHHSA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLeHHi
MacTep-aiina cuctemy hapMakoHarsisay) - 3MiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
3[jicHeHHs hapmakoHarnsay B YkpaiHi: MponoHoBaHa
pepakuisi — MNpycbknii CtaHicnas Bonogvmuposuy. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOT 32 3AiICHEHHA hapmakoHarnsay
322. | CTPOHAEKC cnpeii ans TOB HaykoBo- YkpaiHa TOB HaykoBso- YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/15759/01/01
poToBoi BMPOGHMYA BMPOGHMYa dhipma - 3MiHW [0 IHCTPYKUIT A1 MEAMYHOro 3aCTOCYBaHHSA peyenmom
NOPOXHMHN tipma "MIKPOXIM" nikapcbkoro 3acoby y po3ginun: "MpoTunokasaHHa",
no3oBaHwuii, 12,5 "MIKPOXIM" "B3aemogis 3 iHWKMU NikapcbknMK 3acob6amu Ta iHLWi BUan
mr/go3a no 10 mn B3aEMOZjIA", "34aTHICTb BNIMBATY Ha LIBUAKICTb peakwi
(64 posun) abo no 5 npwv KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMK
mn (32 posun) y MexaHismamu", "Cnoci6 3acTocyBaHHs Ta fo3un", "IMo6iyHi
dNaKoHi peakuii" 3rigHo 3 iHhopmaLjieto Wofo MeguyHoro
nonimepHomy abo 3acToCyBaHHA pedhepeHTHOro fikapcbKoro 3acoby.
3i BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicns
CBIiT/103aX1CHOro0 3aTBEPAKEHHS
ckna, no 1
hnakoHy y nauui 3
KapTOHY
323. | CYNPAKC® Tabnetku, Wo Actennac HigepnaH A. MeHapiHi ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu || 3a UA/11912/01/01
CONKTAB® aucnepryoTbes, dapma HOpon an MaHydakTypiHr TUNY - 3MiHW BHECEHI [0 IHCTPYKLIi 418 MeguyHoro peuyenmom
no 400 mr; no 5 B.B. NoricTikc eHa 3acToCyBaHHSA Nikapcbkoro 3acoby Ao posgainy "Cnocié
TabneTok y Cepsicec C.p.J1. 3acTocyBaHHA Ta 031", BBeAeHHA 3MiH MPOTArom 6-Tu
6nicTepi; no 1 abo MicsILiB nicns 3aTBepoKEHHS
2 6nictepu B
KapTOHHIl

Kopobui; no 1 a6o
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
no 7 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHII Kopo6Lii
324. | CYNPACTUH® Tabnetku no 25 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/9251/01/01
mr, no 10 dapmaueBTuy dapmMaveBTUHHUI - BBEJEHHS1 HOBOIO NocTavasibHUKa AOMOMIKHOT pe4YoBUHM peyernmom
Tabnetok y HWi1 3aBOf, 3aBog ElC XenatuH Gelita AG, Germany. 3anpornoHoBaHo:
6nicTepi; no 2 EFIC Rousselot NV., Belgium, Gelita AG, Germany; 3MiHu | Tuny
6nictepu B - BHECEHHSA 3MiH A0 BUpo6HMYoro npouecy M3:
KapTOHHI Kopo6Lyi BUKOPUCTaHHSA Ha 10% 6inbLUy KiSbKiCTb KapTOMASAHOIO
KpOXMaJslto Bifi 3apeecTpoBaHOro cknagy, Wob6 YHUKHYTK
BTpaT MNP BHYTPILLUHbOBNPOOGHNYOMY KOHTPO/IIO 3
nokasHMKom "BTpaTa B Maci npy BUCYLLYBaHHI";
3anponoHoBaHo: 44,0 Kr; 3MiHW | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTpob rOTOBOrO
niKkapcbKoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS
rOTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHM y MeToAax
BMNpOGYBaHb (BK/IOYaUM 3aMiHy abo [ONOBHEHHS));
CYNyTHSI 3MiHa: 3MiHM 3 SIKOCTi. FOTOBWIA JlikapCbKuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JONYyCTUMUX MEX
roTOBOrO NikapCbKOro 3acoby (iHLWi 3MiHN) BHECEHHS 3MiH
no Cneuudikauii/ Metogis Bunpo6ysaHHs /13, 30kpema:
3a nokasHuKoM "CynpoBifHi OMILLK/" 3aMiHa MeToAy
BMNpobyBaHHsa TLUX Ha meTog BEPX , ik HACNifoK 3MiHK
KpUTepiiB NPUAHATHOCTI 3a AaHVM MOKa3HUKOM
325. | TAXOKOMbB nnacTuHa, Bkputa Takena ABCTpis ABCTpilicbke AscTpisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/8345/01/01
060/10HKOI, MO 1 AscTpia F'mM6X areHCTBO OXOPOHU Himeuunna/ - 36iNbLUEHHA MaKCUMasIbHOro po3Mmipy cepii N3 peyenmom
nnacTuHi 3[10poB'sa Ta ABCTpist MponoHoBaHa pepakuis Theoretical yield of standart batch
po3mipom 2,5 cM x NpoA0BONLYOT size:

3,0 cm y 6nicTepi;
no 1 6nictepy B
nakeri; no 1
nakeTty B
KapTOHHIN
Kopob6ui; no 1
nnacTuHi
po3mipom 4,8 cMm X
4,8 cm y b6nicTepi;
no 1 6nictepy B
nakerti; no 2
nakeTu B
KapPTOHHii
Kopo6ui; no 1
nNacTuHi
po3mipom 9,5 cM x

6e3nekn (AGES)
M6X IHCTUTYT
MeauyHol
Mikpobiosiorii Ta
ririenn (IMED),
ABCTpIst (KOHTPO/Ib
AKOCTI cepii
"CTepwnbHicTb");
BEB®
CrepunisaujioHcepsi
¢ 'mM6X, HimewunHa
(cTepunizavis);

Na6op N1C CE T1a Ko.

KI, Himeuunna
(KOHTPOJIb AKOCTI
cepii

2,304 sheets — standart size (9.5 cm x 4.8 cm), 4,608
sheets — midi size (4.8 cm x 4.8 cm), 13,824 sheets — mini
size (3.0 cm x 2.5 cm)Theoretical yield of minimum batch
size: 1,536 sheets — standart size (9.5 cm x 4.8 cm), 3,072
sheets — midi size (4.8 cm x 4.8 cm)

9,216 sheets — mini size (3.0 cm x 2.5 cm) Theoretical
yield of maximum batch size: 3,072 sheets — standart size
(9.5cm x 4.8 cm)

6,144 sheets — midi size (4.8 cm x 4.8 cm), 18,432 sheets
— mini size (3.0 cm x 2.5 cm)
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)

4,8 cm y bnicTepi; "CTepunbHICTL");
no 1 6nictepy B Takega ABCTpis
nakerti; no 1 M6X, ABCTpis
nakety B (BUPOGHMLTBO 3a
KapTOHHI Kopo6Lii NMOBHWM LIMK/I0M)

326. | TEBAIPACTU po34nH ons TeBa 13painb TeBa 13painb/ BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy 3a UA/15237/01/01

M iH'ekLili abo dapmaueBTika dapmaveBTikan HigepnaHnamn - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peuenmom

iHdpysiin no 30 n lHgacTpi3 IHpacTpis N14., / NutBa afpecy MicLs NPoBafKEHHS Ais/IbHOCTI BUPOOHMKA
M/H. MOJ/0,5 mn nTg I3painb (BkntOYaroun, 3a HeObXiAHOCTI, MicLle NPOBEeAEHHS

no 0,5 mn (30 mH
MO) B cknsHOMY
wnpuui
0/1HOPa30BOro
BMKOPUCTaHHS 3
nepMaHeHTHO
npuegHaHow
rosiKow Ta
3aXMCHUM
KOBMa4kom, 3 abo
6e3 npucTporo ans
6e3neyHoro
BBE/leHHs Ta
3anobiraHHs
ropaHeHb rosIKoio
41 NOBTOPHOrO
BVKOPWUCTaHHS; No
1 wnpuuy y
KapTOHHI KopooLyi

(BUPOGHMLTBO 3a
MOBHVM LVK/IOM;
KOHTPO/b AKOCTI);
Tesa Papma b.B.,
HigepnaHngu (gos3sin
Ha BMNYyCK
cepii); 3AT Tesa
BanTikc, /lutBa
(KOHTPO/Ib AKOCTI)

KOHTPOJI0 SIKOCTI), @60 BnacHuKa macTep-ghaiina Ha Adl,
abo noctavasnbHuka Adl/BunxigHoro
marepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOOHULTBI A®I (AKLLO 3a3HAYEHO Y
[LOCLE Ha Nikapcbkumii 3acib) 3a BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpAKEHOMY [OCLE, a60 BUPOGHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y A0ChE) - 3MiHA Ha3BM
AinbHUUI, BiANOBIAAIbHOI 3a 36epiraHHs Ta KOHTPOsb
SAKOCTi BUXIQHOro mMarepiasy Ans BUpo6HULTBA
inrpactumy 3 SICOR Biotech UAB, Lithuania Ha UAB
Teva Baltics, Lithuania, 6e3 3miHW micus BUpo6HULTBa
BBeaeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS; 3MiHW | TUMY - AAMIHICTPATUBHI 3MiHW.
3MiHa HaliMeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
LisNIbHOCTI BUPOOHMKa (BK/IHOYaKouK, 3a HeO6XiAHOCTI,
MicLie NpoBeAEeHHS KOHTPO/II0 AKOCTI), ab0 BnacHuka
macTep-gaiina Ha Adl, abo nocTavanbHMKa
Adl/BnxigHOro Matepiany/peareHTy/NpoOMKHOIO NPOAyKTY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHMLTBI AP (KO 3a3HavYeHo
y [OCbE Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY OCbE, 260 BUPOOHMKA HOBOI 4ONOMIXKHOT
PEYOBUHM (AKLWO 3a3HAYeHO Y JOCbE) - 3MiHA Ha3BU
OinbHUL, BiANOBIAaNbHOI 32 BUPOGHULTBO, KOHTPO/1b
AKOCTi Ta Bunyck A®| ®dinrpactumy 3 SICOR Biotech UAB,
Lithuania Ha UAB Teva Baltics, Lithuania, 6e3 3miHK micus
BMpOOHULTBA. BBEAEHHA 3MiH NPOTArom 6-Tu MicsuiB
nicns 3aTBepMkeHHs; 3MiHun | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBaPKEHHS AiSNIbHOCTI BUPOBGHMKa/imnopTepa roToBoro
NiKapcbKoro 3acoby, BKIHOYAKUN [iTbHUL BUNYCKY cepil
abo micue NpoBefeHHs KOHTPOSIO SKOCTI. (ZisNIbHICTb, 3a
SKy BifnoBifae BUPOOHUK/IMNOpTEP, HE BKIOYAKOUM BUMYCK
cepiii) - 3MiHa Ha3BW Ai/TbHUL, BiANOBIAALHOI 3a
KOHTponb skocTi MN3 Tesarpactum 3 SICOR Biotech UAB,
Lithuania Ha UAB Teva Baltics, Lithuania, 6e3 3MiH1 micus
BMPO6HMLTBA. BBEAEHHS 3MiH MPOTAroM 6-TW MicsILiB
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
nicns 3aTsepikeHHs
327. | TEBATPACTU PO34uMH 48 TeBa I13painb TeBa I13pains/ BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/15237/01/02
M iH'eKLin abo PapmaueBTika dapmaLeBTikan HigepnaHnan - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
iHchysiin no 48 n lHpacTpi3 IHpacTpi3 NT4,., / NntBa agpecu MicLa NpoBaKeHHs AiANbHOCTI BUPOGHMKA
MH. MO/0,8 mn nra. I3painb (Bkntovaroun, 3a HeobXiAHOCTI, MicLle NPoBeAEeHHS
no 0,8 mn (48 mMH (BMPOGHMLTBO 3a KOHTPOJIH0 SIKOCTI), @60 BnacHuKa macTep-ghaiina Ha Adl,
MO) B cknstHomy NMOBHWUM LMKNOM; a60 noctavasibHuKa Adl/BuxigHoro
Lnpuui KOHTPO/Ib SKOCTI); marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
0/[HOPa3oBOro Tesa ®apma B.B., 3aCTOCOBYHTLCS Y BUPOOGHULTBI AD| (AKLLO 3a3HAYEHO Y
BUKOPUCTAHHS 3 HigepnaHnaun (8o3sin [0CbE Ha JlikapcbKuii 3aci6) 3a BigCcyTHOCTI cepTudpikata
nepMaHeHTHO Ha BUMyCK BiANOBIAHOCTI EBponeiichbkili hapmakonei y
npueaHaHo cepii); 3AT Tesa 3aTBEpAKEHOMY [0CbE, 260 BUPOGHVKA HOBOI [OMOMKHOI
ro/IKoK Ta Bantikc, Nlutea PEYOBUHM (SIKLLLO 3a3HAYEHO Y I0CLE) - 3MiHA Ha3BM
3aXUCHUM (KOHTpO/b AKOCTI) AinbHUUI, BIANOBIAAIbHOI 3a 36epiraHHs Ta KOHTPOb
KOBMa4ykoM, 3 abo AKOCTI BUXiZHOr0O MaTepiasty AN1s BUPOOHMLTBA
6e3 npucTporo Ans inrpactumy 3 SICOR Biotech UAB, Lithuania Ha UAB
6e3neyHoro Teva Baltics, Lithuania, 6e3 3miHW micus BUpo6HULTBA
BBELEHHA Ta BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
3anobiraHHs 3aTBEPKEHHS; 3MiHUM | TUnNY - AAMIHICTPaTVBHI 3MiHW.
nopaHeHb rosikok 3miHa HalimeHyBaHHs Ta/abo agpecu Micus NpoBafkKeHHS
4y NOBTOPHOroO AiSNTbHOCTI BUPO6HMKa (BK/THOYaoum, 3a HEOOXIAHOCTI,
BVIKOPUCTaHHS; No MicLie NpoBEeAEHHS KOHTPOJIIO AKOCTI), abo BracHuka
1 wnpuuy y macTep-haiina Ha Adl, abo noctayanbHVKa
KapTOHHI Kopo6Lyi Adl/BMXigHOro MaTepiany/peareHTy/MpoMiKHOTO MPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPO6HMLTBI AP (SKLWO 3a3Ha4YeHO
y BOCbE Ha NikapcbKuii 3acib) 3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpAKEHOMY [OCLE, ab0 BUPOGHMKA HOBOT AOMNOMDKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y A0ChE) - 3MiHA Ha3BM
AOiNbHWL, BigNoBiganbHOI 3a BUPOGHMLTBO, KOHTPO/b
AKocTi Ta Bunyck A®l ®dinrpactumy 3 SICOR Biotech UAB,
Lithuania Ha UAB Teva Baltics, Lithuania, 6e3 3miHn micus
BMPO6HMLTBA. BBEAEHHS 3MiH MPOTAroM 6-TW MicsLiB
nicnsa 3aTBEPLKEHHS; 3MiHM | Tuny - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOHaUn Ai/ibHULi BUNYCKY cepil
abo micue npoBefeHHs KOHTPOSIO AKOCTI. (fisbHICTb, 3a
AIKy BiANOBIAa€e BMPOGHMK/IMNOpTEP, HE BK/IHOYAKUM BUMYCK
cepiid) - 3MiHa Ha3BW Ai/TbHUL, BiANOBIAAILHOI 32
KOHTpONb skocTi N3 Tesarpactum 3 SICOR Biotech UAB,
Lithuania Ha UAB Teva Baltics, Lithuania, 6e3 3miH1 micus
BMpOOHULTBA. BBEAEHHA 3MiH NPOTAroMm 6-Tu MicauiB
nicns 3aTBepAkeHHs
328. | TEFPYM TabneTkn, BKpUTI TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY 3a UA/15148/01/01
060/10HKOI0, MO "HaykoBo- BMPOGHMYa dhipma - 3MiHW [0 IHCTPYKUIT A1 MEAMYHOro 3aCTOCYBaHHSA peyenmom
100 mrno 1 a6o 4 BMpPO6HMYA "MIKPOXIM" niKkapcbKoro 3acoby y po3gisin: "MpoTunokasaHHa",
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
Tabnetkn y hipma "B3aemogis 3 iHWKMKW NiKapcbkumm 3acobamu Ta iHWi B1uau
6nicTepi; no 1 "MIKPOXIM" B3aeMOgji", "3aaTHIiCTb BN/IMBATU Ha LIBUAKICTb peakwil
6nicTepy y navyj 3 npu KepyBaHHi aBTOTPAHCMOPTOM ab0 iHLLMMK
KapTOHY MexaHizmamu”, "Mo6iyHi peakuii” 3rigHo 3 iHchopmavieto
LLIOA0 MEAMNYHOrO 3aCTOCyBaHHA pethepeHTHOro
nikapcbKoro 3acoby. BBeAeHHs 3MiH NpPOTArom 6-Tu
MicsILiB Micns 3aTBepKEHHS
329. | TEFPYM TabneTku, BKpUTI TOB Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/15148/01/02
060/10HKOI0, N0 50 "HaykoBo- BMPOGHMYa doipma - 3MiHM [0 IHCTPYKUIT 415 MEAUYHOIO 3aCTOCYBaHHSA peyenmom
mrno 1 a6o 4 BMpPOGHMYaA "MIKPOXIM" niKkapcbKoro 3acoby y po3ginu: "MpoTunokasaHHa",
Tabnetkn y ipma "B3aemogis 3 iHWVMK nikapcbkuMm 3acobamu Ta iHLWi BUAn
6nicTepi; no 1 "MIKPOXIM" B3aeMOfji", "34aTHICTb BN/IMBATU Ha LIBUAKICTb peakwii
6nictepy y nauui 3 npw KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMMK
KapTOHY MexaHismamu', "Mo6iuHi peakwyji” 3rigHo 3 iHhopmaLieto
00 MEANYHOrO 3aCTOCyBaHHS pethepeHTHOro
nikapcbKoro 3acoby. BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB Micnsa 3aTBePKEHHS
330. | TEPA®/EKC® kancynu no 30, TOB "BANEP" YkpaiHa KoHTpakT ®apmakas CWA BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy bes UA/7749/01/01
abo 60, abo 120 KopnopeiiwH, CLUA - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenma
Kancyny (BUPOGHUK, 3aco6y 3 BHECEHHsM iHhopMaLii LWoA0 3a3HauYeHHs
nnacTMKoBOMy BiANoBiganbHUii 3a OAVHULb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHs 3MiH
dnakoHi; no 1 BMPOGHULITBO in npoTArom 6 micsuis nicns 3aTeepikeHHs
nakoHy B bulk); KoHTpakT
KapTOHHI Kopo6Lyi dapmakan
KopnopeiiwH, CLUA
(BUPOGHNK,
BiANoBiganbHUii 3a
naxkyBaHHs,
KOHTPO/b Ta BUMYCK
cepil)
331. | TUrAunn NOPOLLOK AN MNOAN3EP CLA Baet Nlepepne ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNYy 3a UA/12347/01/01
PO34mnHy Ans EWY.CLMI. C.p.J1., Itanisa - 3miHM Wwoao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnisgy | peyenmom
iHdpy3iin no 50 mr KOPMOPEWLL (BUPOBHMLTBO (iHLLI 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS yrNakoBKU
10 chnakoHis 3 H npoaykuii in bulk, nNikapcbKoro 3acoby 3 BHECEHHAM iHdhopmai Wwoao

MOPOLLKOM Y nauLj
3 KapTOHY

nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/1b SIKOCTi Ta
BUNYyCK cepii);
MaTteoH ITanis
C.n.A., Itanis
(BUPOBHMLTBO
npoaykuii in bulk,
nepBuHHE
nakyBaHHs1,
KOHTPO/b AKOCTI);
KOpodiHc-Baionab

3a3HaYeHHs O4MHULL BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
C.p.n., Itanis
(mocnipKeHHs
CTEepPW/ILHOCTI)
332. | TUMANIH niocpinizat ans TOB "®3 YkpaiHa TOB "93" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 3MiHu | TUNYy 3a UA/2989/01/01
po34nHy Ans "BIOPAPMA" BIODAPMA" - 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
iH'ekwjin no 10 mr; BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
5 chnakoHis 3 cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHNxX
niocpinizatom y LaHnX Npo cuctemy dhapmakoHarnsgy, amiHa
6nicTepi; no 2 YMOBHOBaXEHOT 0co6W, BiANOBIAAILHOI 3a 34iiCHEHHS
6nictepu y nauui 3 hapMakoHarnsay; KOHTakTHOI ocobu 3 hapMakoHarnagy
KapTOHY 3asBHMKa AN 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bi, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHNA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLeHHi
MacTep-aiina cuctemy hapMakoHarnisay) - 3MiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
3[jicHeHHs hapmakoHarnisay B YkpaiHi: MponoHoBaHa
pepakuisi — MNpycbknii CtaHicnas Bonogvmuposuy. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 32 34iICHEHHA hapmakoHarasay
333. | TIBIKEN TabneTkn, BKpUTI BiiB Xenckep Benuka nakco Bennkom IcnaHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu || 3a UA/14146/01/01
nniBKOBOO HOK Nimiten BputaHis C.A., IcnaHis Benvka TUMY - 3MIHW [0 IHCTPYKLIT A58 MeANYHOro 3acTOCyBaHHsA peyenmom
060/10HKO10, Mo 50 (BMPOGHUK a/1s BpuTaHis nikapcbkoro 3acoby Ao posginis "MpoTunokasaHHsa",
mr; no 30 abo no nakyBaHHs Ta "B3aemogis 3 iHWKMU NikapcbknMK 3acob6amu Ta iHLi BUan
90 TabneTtoKy BUMNYCKy cepii); B3aEMOLi" Ta "3acTocyBaHHSs y nepiog, BariTHOCTI Ta
dhnakoHi; no 1 nakco OnepenLHc rogyBaHHs rpy4ato”. BBefgeHHs 3MiH NpoTsrom 6 Micsiuis
(hNakoHy B tOK Nimiten, Benuka nicnsa 3aTBepKeHHs
KapTOHHi KopobLyi BpuTtaHis (BUPO6HUK
Hepo3dacoBaHol
npoayKuin
334. | TOBPALEKC® Kpanni ouHi, no 5 HosaprTic Lseliuapi AnkoH-KyBpbop Benbris BHECEHHS 3MiH 10 peecTpavljiiiHux maTtepianis: 3MiHW | TUNY 3a UA/2448/01/01
My chnakoHi- dapma Al A - OHOBJIEHHS 3aTBEPAKEHOIO TEKCTY MapKyBaHHS peyenmom
KpanenbHuLj ynakoBKM MikapCbKoro 3acoby. BeefeHHs 3MiH NpoTarom 6-
«[lpon-TeiiHep®s, TN MicsLiB nicns 3aTBepiKeHHs
no 1 conakoHy-
KpanesibHuLj B
KOpOo6Li 3 KAPTOHY
335. | TOBPALEKC® Masb 04Ha, Mo 3,5 HoBaprTic LLiBefuapi AsnkoH-KyBpbop Benebris BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | TUny 3a UA/2448/02/01
ry Ty6i; no 1 Ty6i dapma Al a - OHOBJIEHHS 3aTBEPAKEHOrO TEKCTY MapKyBaHHS peyernmom
y kopobu,i 3 yMakoBKU NikapcbKoro 3acoby. BeeAeHHs 3MiH NpoTsArom 6-
KapTOHY TV MicALiB Micnsi 3aTBePAKEHHS!
336. | YNbTPAKAIH® | po3uuH ans TOB "CaHoi- YkpaiHa LENbOAPM PpaHuin/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/3406/01/01
A-c iH'ekuin, amnynu: ABeHTIC ODKOH, ®paHuis; HimeuunHa - BHECEHHS 3MiH A0 po3giny «MapkyBaHHs» MKA N13. peyenmom
015 BUPOOHMKa YkpaiHa" CaHodpi-ABeHTiC 3anponoHoBaHo: Po3ain «MapkyBaHHS» BignosigHo fo

CaHodhi-ABeHTiC
[onunang MmoX,
HimeyumnHa: Ne100

Loiunang rméX,
HimeuunHa

3aTBEPKEHOr0 TEKCTY MapKyBaHHsSl. OHOBJ/IEHHS TEKCTY
MapKyBaHHS YNakoBKM JliKapCbKOro 3ac00y 3 BHECEHHSIM
iHchopmaLlii WoAo 3a3Ha4YeHHS OANHNLL BUMIPHOBaHHSA Y
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

(10x10): no 2 mn B
amnyni; no 10
amnyn y KapTOHHil
YapyHKOBIli
ynakosuj; no 1
KapTOHHil
YapyHKOBIl
ynakoBLji B
KapTOHHil
Kopo6ui; no 10
KapTOHHUX
KOPOGOK,
06TArHEHNX
NniBKOO
L1dIEHOBOIO;
KapTpuaxi: Ne 100
(10x10): no 1,7 mn
y KapTpuaxi; no
10 kapTpuaXiB y
KapTOHHIN
YapyHKOBIl
ynakosLi; no 10
KapTOHHUX
YapyHKOBUX
ynakoBOK Y
KapTOHHIN
Kopob6uji; Ans
BUPOGHMKA
NENb®APM
LDKOH, ®paHujs:
amnynu: Ne100
(5x2x10): o 2 mn
B amny”ni; no 5
amnyny
nonicTMponosin
ynakoBLj; no 2
nonicTponos.i
ynakoBk1 B
KapTOHHil
Kopo6ui; no 10
KapTOHHUX
KOPOGOK,
06TArHEHNX
NniBKOO
LUMdps1IeHOBOK

cuctemi Sl. BBeieHHs 3MiH NpOTArom 6-Tv MicsiLiB nicns
3aTBEPMKEHHS

337.

YNBTPAKAIH®
[-C ®OPTE

pO34MH Ans
iH'ekwin, ansa

TOB "CaHoi-
ABEHTIC

YkpaiHa

JOENb®APM
[DKOH, ®paHuis;

PpaHuin/
HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNYy
- BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA 3.

3a
peyenmom

UA/3406/01/02
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
BUPOGHMKA YkpaiHa" CaHochi-ABeHTiC 3anponoHoBaHo: Po3ain «MapkyBaHHS» BignosigHo fo

CaHodpi-ABeHTiC
[oitunang M'véX,
HimeuumnHa,
amnynu: Ne100
(10x10): no 2 mn B
amnyni; no 10
amnyn y KapTOHHii
YapyHKOBIli
ynakosLi; no 1
KapTOHHIN
YapyHKOBIli
ynakoBLi B
KapTOHHIN
Kopo6ui; no 10
KapTOHHUX
KOPOGOK,
06TArHEeHNX
nniBKoO
L1ch1IeHOBOIO;
KapTpuxi: Ne 100
(10x10): no 1,7 mn
y KapTpuaxi; no
10 kapTpuaxiB y
KapTOHHii
YapyHKOBIl
ynakosui; no 10
KapTOHHUX
YyapyHKOBUX
yMNakoBOK y
KapTOHHI KopooLyi
; 4N BUPOGHMKa
JENTbOAPM
[IDKOH, ®paHuis,
amnynu: Ne100
(5x2x10): o 2 mn
B amnyni; no 5
amnyny
nonicTMposoBii
ynakosLi; no 2
nonicTMposnosi
ynakoBkn B
KapTOHHii
Kopob6ui; no 10
KapTOHHUX
KOPOOOK,
06TArHEHNX
N/1iBKOO

[Jonunang rmoéX,
HimeuunHa

3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBK/ NiKapCbKoro 3acoby 3 BHECEHHSM

iHchopMaUii WoA0 3a3HAaYEHHS OAUHULb BUMIPOBAHHS Y

cucTemi Sl. BBeeHHs1 3MiH NpoTArom 6-T MicauiB nmicns
3aTBEPAKEHHS
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
LndpieHoBOK
338. | YPOJIECAH® cupon no 90 mny MAT Ykpaina MAT "Fanuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/2727/01/01
6aHuj; no 1 6aHLi "Tanuudapm” - 3MiHK 3 AkocTi. A®I. KoHTponb A®I. 3miHa y napameTtpax peyenma
y nauyui; no 90 mn cneyudikalin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
abo no 180 mny cneumdikauisx Ha A®l, abo BMXigHWUIA/NPOMKHWUIA
thnakoHi; no 1 npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLIECI
hnakoHy B nauui BMPOGHULTBA AP (iHLLi 3MiHK)
CYNyTHS 3MiHa: - 3MiHK 3 AKOCTi. A®I. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs AD| abo BuxigHoro
matepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLwi
3MiHM Yy MeTogax BUNpobyBaHHsA (BK/IOUaouM 3amiHy abo
[0noBHEHHS)) AD| abo BMXiAHOTO/MPOMIXXHOrO NPOAYKTY)
(5.1.6.2. (') IB) — 3MiHM AONYCTUMUMX MEX 3a MOKa3HUKamMu
«BigHocHa rycTnHa», «BmicT eTaHony» Ta yTOYHEHO
OAMHUL BUMIpY 3a NOKa3HWUKOM «MikpobionoriyHa
yucToTa» y cneyudikauii Ha Aitody peyoBUHY XMeso
LUMLLIOK eKCTPaKT PiAKWA. A TakoX 3MiHa MeTOANKM 3a
NOKa3HNKOM «BiHOCHa rycTuHa» (3anponoHoBaHo: 2.2.5.
[dY (3a LONOMOro AeHCUTOMETpa)
339. | YPO/IECAH® cupon in bulk: no MAT YkpaiHa MNAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy - UA/9518/01/01
90 mn 'y 6aHuj; no "Tannudapm” - 3MiHu 3 aKocTi. A®l. KoHTposnb A®l. 3miHa y napameTpax
48 6aHOK y crneundikaii Ta/abo AONYCTUMMX MEX, BUSHAYEHMNX Y
Kopob6kax cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
KapTOHHUX; in NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLEC
bulk: no 180 mny BMPOGHULUTBA A®I (iHLWi 3MiHK)
thnakoHi; no 30 CYNyTHS 3MiHa: - 3MiHM 3 aKoCTi. A®l. KoHTponb AdI.
dnakoHiB y 3MiHa y meTofax BunpobysaHHs A®| abo BuUXigHOro
KOpobkax mMartepiany/npomikHOro NPoayKTy/peareHTy, Wwo
KapTOHHUX BMKOPUCTOBYETLCA y NpoLieci BUpo6HMLTBa AP (iHLUi
3MiHW Y MeTogax BUNpobyBaHHA (BK/IOYaoUM 3amiHy abo
[0NOBHEHHST) AD| abo BMXiAHOTO/MPOMIXXHOrO MPOAYKTY)
(5.1.6.2. (') IB) — 3MiHM AONYCTUMKX MEX 3a MOKa3HUKaMu
«BigHoCHa rycTnHa», «BMicT eTaHony» Ta yTOYHEHO
OAMVHWLi BUMIpY 3a NOKa3HMKOM «Mikpob6iosoriyHa
yucToTa» y cneuundikauii Ha 4itoyvy peHoBUHY XMES0
LUMLLIOK eKCTPaKT PiAKWIA. A TakoX 3MiHa MeTOAMKM 3a
MOKa3HMKOM «BifiHOCHa ryCTWHa» (3anponoHoBaHo: 2.2.5.
DY (3a LONOMOroK leHCUTOMETPa)
340. | YPCOMAKC kancynu no 250 TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [JO peecTpavjiiiHuXx maTepianis: 3MiHu | TUNYy 3a UA/12451/01/01
mr, no 10 kancyn y "®APMEKC reyn" - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenmom
6nicTepi, no 1 abo reyn"

no 5, a6o no 10
6nicTepiB y nauui
3 KApTOHY

3acoby 3 BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHs
OAMHULIb BUMIpIOBAHHA y cuctemi SI. OHOBNEHHA TecTy
MapKyBaHHs 4719 ynakoBok in bulk Ne 1000 Ta in bulk Ne

13500 (BBEAEHHSA MiDXXHAPOAHUX NO3HAYEHb OAUHULb
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
BMMIPIOBAHHSA Ta YTOYHEHHS BUKNaAaHHs iHpopmauii y
TEKCTi MapkyBaHHs). BBeieHHs 3MiH NPOTArom 6-Tn
MicsILiB micnsi 3aTBEPAKEHHS
341. | YPCOMAKC kancynu no 250 mr TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 3MiHu | TUNYy - UA/15704/01/01
in bulk Ne 1000: "OPAPMEKC reyn" - OHOBJ/IEHHS TEKCTY MapKyBaHHS1 YNakoBKM JliKapCbKOro
no 1000 kancyny reyn 3aco6y 3 BHECEHHSIM iH(hopMaLii LLoA0 3a3HaYEHHS
noaBINHNX OMHMLb BUMIPIOBaHHS y cuctemMi Sl. OHOBNEHHA TeCTy
nonieTuneHoBmx MapKyBaHHs 45153 ynakoBok in bulk Ne 1000 Ta in bulk Ne
naketax y 13500 (BBEAEHHA MDKHAPOAHMX NO3HAYEHb OAUHULb
NNacTUKOBUX BMMIPIOBAHHS Ta YTOYHEHHS BUKNaAaHHs iHhopmauii y
KOHTelHepax; in TeKCTi MapkyBaHHs). BBeeHHS 3MiH NpOTArom 6-Tn
bulk Ne 13500: no MicsILiB Micns 3aTBepPKEHHS
13500 kancyny
noABiiHNX
nonieTNeHoBux
nakeTtax y
naacTUKoBMX
KOHTeliHepax
342. | ®A3NOAEKC pPO34uMH Ana ACTPA3EHEK Benuka AcTpa3eHeka HOK Benuka BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/5440/01/01
iH'eku;in, 250 mr/5 A tOK Jlimiteq BpuTaHis NimiTen, Benvka BpwvTaHis/ - 3aTBEPAKEHHS a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS peyenmom
Mano5mn BpuTaHia HimeyunHa yNaKkoBKM MiKapCbKOro 3acoby i3 3a3HaveHHs M
pO34nHy B (BUPOBHUK, MDKHaPOAHUX NO3HaYeHb OANHULLL BUMIPHOBAHHS.
nonepegHLo BigNoBigasibHWI 3a BBegeHHS 3MiH NpOTAroM 6-Tu MicALiB nic/is
3anoBHeHOMY BTOPWHHY YNakoBKy, 3aTBEPAKEHHS

CKMAAHOMY LUNPULL
3 KOHTpO/IEM
nepLuoro
BiAKPUTTA; No 2
nonepeaHLo
3anoBHeHi LWnNpuuy
B KOHTYpHIl
YapyHKOBIl
ynakoBLji 3 ABoMa
6e3neyHrMm
rosikamu «BD
SafetyGlide™>»; no
1 KOHTYPpHIi
YapyHKOBIl
ynakosLi B
KapTOHHi KopobLyi

KOHTPO/Ib AIKOCTI,
BUMYyCK cepii);
Bettep ®apma-
®epTuryH N'mbX ta
Ko. KI', HimeuunHa
(BMpPOGHYIK ,BiAMOBIA,
anbHWin 3a
TecTyBaHHs
CTepW/IbHOCTI);
BetTtep ®apma-
depturyH NmoxX ta
Ko. KI, HimeyunHa
(B1po6HUK
NiKapcbKoro 3acoby
"in bulk", nepBnHHa
ynakoBka,
Bi3yasibHWI
KOHTPO/1b, KOHTPO/b
AKOCTI 3a
roKasH1Kamu: onwuc,
ineHTudikauis,
KinlbKicHe
BU3HAYEHHSA
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

dynBecTpaHTy,
NpoAyKTY
aerpagauii, 06’em
iH eKUiT B
KOHTeliHepax,
MeXxaHiuHi
BK/TIOUYEHHS
(HeBMAUMI YacTkn),
CTEPUSIBHICTD,
€HA0TOKCUHMU,
oyHKLiOHaNbHE
BMNpo6yBaHHA PFS,
BMICT eTaHosny,
BMICT CnpTy
6€eH3110B0Oro, BMIiCT
6eH3nn6eH3o0aTa);
BetTtep ®apma-
®epTuryH N'mbX Ta
Ko. KI, HimeuunHa
(BUPOGHYK,
BignoBiganbHWA 3a
Bi3yasibHUIA aHani3);
BetTtep ®apma-
®epTuryH N'mbX Ta
Ko. KI, HimeuunHa
(BUPOGHYK,
BignoBiganbHMiA 3a
KOHTPO/b AKOCTI (3a
NoKasHMKamm
CTEPUSIBHICTD,
MeXaHiuHi
BK/TOYEHHS,
€HO0TOKCUHN)

343.

DAMBIP®

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOM, N0
125 wr; no 10
Tabnetok y
6nicTepi, no 1
6nictepy y
KapTOHHI Kopo6Lyi

HosapTic
dapma Al

LLiBeiiuapi
a

Hosapric
PapmacbioTrka C.A.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNYy
- 3MiHM WoAo 6e3neku/ehekTUBHOCTI Ta chapmakoHarnagy.
BBeieHHs1 a60 3MiHM A0 y3arasibHEeHUX JaHux Npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
[aHuX nNpo cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0c06U, BiANOBIAALHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa AN 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicHEHHSA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-aiina cuctemy papMakoHarsisay) - 3MiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
dhapmMakoHarnag.

3a
peyenmom

UA/9236/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
MponoHoBaHa pepakuin: David J Lewis, B.Sc (Hons), Ph.
D. 3miHa KOHTaKTHWUX JaHUX YNOBHOBaXKEHOT 0cobm
3a8BHMKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
344. | ®AMBIP® TabneTku, BKPUTI Hosapric LLiBeiuapi Hosapric IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 3MiHu | TUNYy 3a UA/9236/01/02
nNiBKOBOKO Papma Al A PapmacbioTrka C.A. - 3MiHM WoAo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyernmom
060/10HKOI0, N0 BeeieHHs1 a60 3MiHM A0 y3arasibHEeHNX JaHux Npo
250 mr; no 7 cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHNxX
Tabnetok y AaHuX nNpo cuctemy thapmakoHarnsgy, amiHa
6nicTepi, no 3 YMOBHOBaXEHOT 0co6W, BiANOBIAAILHOI 3a 34iiCHEHHS
6nictepay hapMakoHarnsay; KOHTakTHOI ocobu 3 hapMakoHarnagy
KapTOHHI KOpo6Lyi 3asBHMKa AN 34iCHEHHA ddapmakoHarnsagy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bi, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHNA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLeHHi
MacTep-caiina cuctemy papMakoHarisay) - 3MiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapMakoHarnag.
MponoHoBaHa pepakuin: David J Lewis, B.Sc (Hons), Ph.
D. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHVMKa, BigNoBiAa/IbHOI 3a hapmakoHarnsag
345. | ®AMBIP® TabneTkn, BKpUTI Hosapric LLBeiiuapi Hosapric IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY 3a UA/9236/01/03
nNiBKOBOKO Papma Al A PapmacbioTrka C.A. - 3MiHM Woao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyernmom
060/10HKOIO, MO BeefieHHs1 ab0 3MiHW 10 y3arasibHEeHUX JaHux Npo
500 mr; no 7 cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHnxX
Tabnetok y [aHuX Npo cuctemy thapmakoHarnsgy, samiHa
6nicTepi, no 2 abo YMOBHOB&XXEHOI 0CO6MU, BigNOBIfaNIbHOI 3a 34iAICHEHHS
8 bnicTepiB y thapmakoHarnsay; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
KapTOHHiiA 3asBHUKA 419 34iICHEHHA hapMakoHarnisgy B YkpaiHi,
Kkopo6ui, no 10 SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
Tabnetok y BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsgy
6nicTepi; no 3 (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
6nictepn y mMacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
KapTOHHii YMNOBHOBaXeEHOT 0c06M 3as1BHUKA, BiAnoBigabHOI 3a
KOpoo6Lji hapmakoHarnag,.
MponoHoBaHa pepakuyis: David J Lewis, B.Sc (Hons), Ph.
D. 3miHa KOHTaKTHWUX JaHUX YNOBHOBaXKEHO!T 0cobm
3a8BHVKa, BiANOBiAaIbHOI 3a thapmakoHarnsag,
346. | PEMOCTOH® TabneTkn, BKpUTI AG6OTT HigepnaH AG6OTT HigepnaHgy | BHeCeHHs 3MiH 40 peecTpaviiiHux MaTepiasiB: 3MiHu | Tuny 3a UA/4836/01/02
nniBKOBOKO Xerckea on Bionoaxikan3 6.B. - OHOBJIEHHS TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOI peyenmom

060/10HKOI0, M0 2
Mr + TabneTtku,

BKPUTI N/iBKOBOKO
060/10HKOH0, MO 2

MpopakTc b.B.

ynakosku /13, BBeAeHHs HanncaHHA oanHULL Sl
naTviHeuero (f0AaTKOBO A0 KUPUAWL) Y TEKCTi
MapKyBaHHs. BHeceHHs 3MiH 40 po3ainy “MapkyBaHHA"
MK#A N13": 3anponoHoBaHo: MapKyBaHHs. 3rigHo i3




164

Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

Mr/10 Mr; KOmGi-
ynakoska Ne 28
(28x1); Ne 56
(28x2); Ne 84
(28x3): 14
TabneToK, BKPUTUX
nniBKOBOIO
060/10HKOH0,
LernsHo-
4epBOHOro
KO/IbOpYy MO 2 Mr +
14 TabneTok,
BKPUTUX
nNiBKOBOKO
060/10HKOH,
XKOBTOTO KONbOpPY
no 2 mr/10 mry
6nicTepi; no 1 abo
2, abo 3 6nictepu
B KOPOOLi

3aTBEPAKEHNM TEKCTOM MapKyBaHHSA. BBegeHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS

347.

DEMOCTOH®

TabneTku, BKpUTI
nNiBKOBOKO
060710HKOI0, No 1
Mr + TabneTku,
BKPUTI N/iBKOBOKO
060710HKOI0, No 1
Mr/10 mr; kom6i-
ynakoska Ne 28
(28x1); Ne 56
(28x2); Ne 84
(28x3): 14
TabneToK, BKpUTUX
NNiBKOBOKO
060/10HKOI10,
6i110ro KoNbLopy No
1wmr+14
Tab1eToK, BKPUTUX
nNiBKOBOKO
060/10HKOH,
ciporo konbopy no
1 mr/10 mry
6nicTepi; no 1 abo
2, abo 3 6nictepu
B KOPOOUi

AGGOTT
Xenckea
MpopakTc b.B.

HigepnaH
an

ABGOTT
Bionoaxikan3 b.B.

HigepnaHnan

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy
- OHOBJIEHHS TEKCTY MapKyBaHHS NePBUHHOT Ta BTOPUHHOI
ynakosku /13, BBeJeHHS HanNNcaHHA oauHULG Sl
natuHeuero (404aTKOBO A0 KMPUNULL) Y TEKCTI
MapKyBaHHs. BHeceHHs 3MiH 40 po3ainy “MapkyBaHHA"
MK N13": 3anponoHoBaHo: MapkyBaHHS. 3rigHo i3
3aTBeppKeHUM TEKCTOM MapKyBaHHA. BBeieHHA 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS

3a
peyenmom

UA/4836/01/01

348.

DECTAN®

Apaxe Ne 20
(10x2): no 10
Opaxe y cTpumi,

CaHodi IHgjs
Nimiten

IHais

Nakto3se (IHais)
Nimiten

IHais

BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY
- BHECEHHSA 3MiH A0 po3ainy «MapkyBaHHa» MKA N3.
3anponoHoBaHo: Po3gin «MapkyBaHHs» BignosigHo go

6e3
peyenma

UA/2531/01/01
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
no 2 cTpunu 'y 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
KapTOHHI Kopo6Lyi MapKyBaHHS! yNakoBKW MiKapCbKOro 3ac00y 3 BHECEHHAM
iHhopMmauii LWoAo 3a3HaYEHHS OAMHUL BUMIPIOBaHHS Y
cuctemi Sl. TepmiH BBeZLleHHA 3MiH - 6 MicaLiB nicns
3aTBEPAXKEHHS
349. | PIBIOTEHC® TabneTkn, BKpUTI ABGOTT HimeyuunH MaiinaH PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/0315/01/01
NiBKOBOO Na6opaTtopi3 a Na6opaTtopiz CAC, - OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKM NlikapCbKoro peyernmom
060/10HKOI0, N0 6X ®paHuisa 3ac06y 3 BHECEHHAM iHthopMal,ii LWoA0 3a3HaYEHHS
0,2 mr, no 14 (BMpPOGHMLTBO 3a OAVHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHs 3MiH
Tabnetoky NMOBHUM LUK/IOM) NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS
6nictepi, no 1,
abo no 2, abo no 7
6nictepiB y
KapTOHHIN
Kopob6ui; no 28
Tabnetok y
6nictepi, no 1
6nictepy y
KapTOHHII Kopo6Lii
350. | PIBIOTEHC® TabneTkn, BKPUTI AGGOTT HimeuumnH MaiinaH dpaHuis BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | Tuny 3a UA/0315/01/02
N/1iBKOBOO Nab6opaTtopi3 a Nab6opaTtopiz CAC, - OHOB/IEHHS TEKCTY MapKyBaHHA YNakoBKM NiKapCbKOro peyernmom
060/10HKOI0, N0 M6X ®paHuisa 3ac06y 3 BHECEHHAM iHthopMalii LLoA0 3a3HaYEHHS
0,4 wr, no 14 (BMPOGHMLTBO 3a OAVHWLb BUMIPIOBaHHS y cuctemi Sl. BBegeHHS 3MiH
Tabnetok y NMOBHUM LUK/IOM) NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS
6nictepi, no 1,
abo no 2, a6o no 7
6nicTepiB y
KapPTOHHii
Kopobui; no 28
Tabnetok y
6nictepi, no 1
6nictepy y
KapPTOHHI Kopobuj
351. | PIBIOTEHC® TabneTku, BKpUTI AG6OTT HimeuunH MaiinaH ®paHuisa BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHW | TUNY 3a UA/0315/01/03
nAiBKOBOIO Na6opatopi3 a NabopaTtopiz CAC, - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenmom
060/10HKOH0, MO M6X PpaHuis 3aco6y 3 BHeCEeHHAM iHhopMaLii LWoA0 3a3HauYeHHs
0,3 wmr, no 14 (BMPOGHMLTBO 3a OAVHULb BUMIpOBaHHA Y cuctemi Sl. BBeeHHA 3MiH
Tabnetok y MOBHVM LMK/IOM) NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMAKEHHS

6nicTepi, no 2,
abo no 7 6nictepis
Y KapTOHHIl
Kopobui; no 28
Tabnetok y
6nicTepi, no 1
6nictepy B
KapTOHHi Kopobui
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
352. | ®IHA/ITOH® Masb, o 20 ry TOB "CaHoi- YkpaiHa rMOBOPAPM ABCTpist BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 6e3 UA/1909/01/01
Ty6i; no 1 1y6i y ABeHTIC PapmauoiiTile - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKY JliKapCbKOro peyenma
KOMMJIEKTI 3 YkpaiHa" MpoayKuioH3-yHA, 3aco6y 3 BHECEHHSM iH(hopMaL,ii LLoA0 3a3HaYEHHS
annikatopom y XaHgenbcresenbLua OVHULIb BUMIpIOBaHHSA y cucteMi Sl. BHeceHHst 3MiH [0
KapTOHHI KOpOOL; PpT M.6.X. po3giny «MapkyBaHHs» MKA J13. 3anponoHoBaHo: Po3gin
«MapkyBaHHs» BignoBigHo [0 3aTBEP)KEHOrO TEKCTY
MapKyBaHHs. TepMiH BBEA,eHHS 3MiH: NPOTAroM 6 Micauis
nicns 3aTBepmkeHHs
353. | ®JIABAMEA® Tabnetk no 30 mr | BEPJIIH-XEMI HimeyuunH BEPNIH-XEMI AT, HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/3591/02/01
TABNETKW BIA, | no 10 TabneTok y Al a HimeuyunHa - 3MiHM [0 IHCTPYKUIT ANS MEAWYHOrO 3aCTOCYBaHHS peyenma
KALUMKO 6nicTepi; no 1 abo (BMPOGHMLTBO "in nikapcbkoro 3acoby y po3ainm "fikapcbka chopma”
no2a6ono5 bulk", kKOHTpO/b (OcHOBHI (hi3MKO-XiMiYHi BNacTUBOCTI - pefaryBaHHs),
6nictepiB y cepiii); BEPJIIH- "apmakonoriyHi BnactneocTi" (YyTOUHEHHS),
KapTOHHI Kopo6Lyi XEMI AT, "MpoTunokasaHHs", "Oco6aMBOCTI 3acTOCyBaHHS",
HimeuyunHa "3acTocyBaHHs y nepioA BariTHOCTi abo rofyBaHHs
(nakyBaHHs, rpyaar”, "Cnocié 3actocyBaHHs Ta f03U" (YTOUHEHHS),
KOHTPO/b Ta BUMYCK "Mo6iuHi peakuii" BiANOBIAHO 4O OHOBMEHOI iHChopMmaLii 3
cepiid)); MeHapiHi- 6e3neku Ailo4oi pevoBrHN. BBeAeHHS 3MiH NpoTArom 6-Tu
®oH XeiigeH MvbX, MicsILiB nicns 3aTBEpPoKEHHS
HimeuunHa 3MiHW | TUNY - OHOBMIEHHS 3aTBEPLKEHHOIO TEKCTY
(BMPO6HMLTBO "in MapKyBaHHs YNakoBOK /ikapCbkoro 3acoby. BeegeHHs
bulk", nakyBaHHA Ta 3MiH NPOTArom 6-Tu MiCALIB NiCNa 3aTBEPAKEHHS
KOHTPO/b cepiif)
354. | PJIEBABEH® TabneTkn, BKPUTI KPKA, a.4., CnoBeHisi KPKA, a.4., HoBo CnoBeHisi BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/16995/01/01
500 NNiBKOBOKO HoBo mecTo mMecTo, CrioBeHis - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHK Yy peyenma
060/10HKOI0, N0 (BMPOGHMLTBO "in BMPOGHULTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
500 wmr; no 15 bulk", nepBrHHe Ta nikapcbKoro 3acoby, BK/IOUaKYM NPOMDKHUI NPOAYKT, L0
TabneTok y BTOPVIHHE 3aCTOCOBYETHCS NPV BUPOGHULTBI FOTOBOTIO NiKapCbKOro
6nicTepi; no 2 abo nakyBaHHs, 3aco6y (iHLWi 3MiHW) - BHECEHHS 3MiH O BUPOGHNYOro
4 6nicTepn B KOHTPO/b cepii Ta npouecy, 3okpema: 36i/bLLUEHHSI TEPMiHY 36epiraHHs
KapTOHHI Kopo6Lyi Bunyck cepii); KPKA, npogykuii in bulk 3 6 micauis fo 12 micauis. BBefeHHs
A.4., HoBo mecTo, 3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS
CnoBeHist (KOHTPO/Ib
cepil)
355. | ®JIOKCIYM® TabneTku, BKpUTI MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHW | TUNY 3a UA/1315/01/01
nAiBKOBOIO "Kuismegnpen "Knismegnpenapar" - 3MiHa y MeTogax B1UNpobyBaHHs rOTOBOTO NiKapCbKOro peyenmom
060/10HKO0, NO apart" 3acoby (He3HauyHa 3MiHa y 3aTBepKeHUX MeTofax
500 mr no 5 a6o BMNPOGYBaHHS)
no 10 TabneTtok y
6nicTepi; no 1
6nicTepy B nayi
356. | ®PTYKOHAKC® | kancynu no 50 wr, Abpun IHAjs Aypob6iHgo ®apma IHAis BHECEHHS 3MiH 0 peecTpavljiiiHuX maTepianis: 3MiHu | TUNy 3a UA/16081/01/01
no 10 kancyny dopmynenH3 Nimiten - FOHIT 1 - 3MiHM Wopao 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsay. peuenmom
6nicTepi; no 1 Met. N14. BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
6nictepy B cucTemy hapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
KapTOHHiiA [aHuX Npo cuctemy dpapMakoHarnsgy, 3miHa




167

Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

ynakosLi

YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOI 0cobu 3 dhapmakoHarnagy
3a8BHMKa AN 34iiCHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHM y pO3MiLLieHHi
MacTep-alina cuctemy hapMakoHarnisay) - 3MiHa
KOHTaKTHOI 0CO6U YNOBHOBAXXEHOI 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA ddapmakoHarnsgy B
YkpaiHi: NponoHoBaHa pefaxuis: OHuWyK Jliogmmnna
BanepiiBHa. 3MiHa KOHTAKTHNX JaHUX KOHTaKTHOT 0cobum
YMOBHOBaXEHOT 0C06U, BiANOBIAA/ILHOT 3a 34iiCHEHHS
hapMakoHarnsay B YkpaiHi

357.

D/TYKOHAKC®

kancysm no 100
mr, no 10 kancyny
6nictepi; no 1
6nictepy B
KapTOHHil
ynakosLi

Abpun
dopmynenwH3
rert. /114,

IHgis

Aypob6iHgo ®apma
Nimiteq - FOHIT I

IHais

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta chapmakoHarnagy.
BeefieHHs1 a60 3MiHW [0 y3arasibHEHUX AaHuX Npo
cucTemy hapmakoHarnsagy (BBefeHHS y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsagy, amiHa
YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3asBHMKa AN 34iiCHEHHS ddapMakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BK/HOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHi
MacTep-alina cuctemy hapMakoHarnisay) - 3MiHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOI 0COOM 3asIBHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA ddapmakoHarnsgy B
YkpaiHi: NponoHoBaHa pefakuis: OHuWwykK Jliogmmnna
BanepiiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu
YMOBHOBaXEHOT 0c06U, BiANOBIAALHOI 3a 34iiCHEHHS
hapmakoHarnsay B YkpaiHi

3a
peyerimom

UA/16081/01/02

358.

D/TYKOHAKC®

kancynu no 200
mr, no 10 kancyn y
6nictepi; no 1
6nictepy B
KapTOHHil
ynakosLi

Abpun
dopmynenH3
Met. /114

IHgis

Aypob6iHao Papma
Nimiten - FOHIT I

IHais

BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny
- 3MiHM WoAo 6e3neku/eheKTUBHOCTI Ta chapmakoHarnsgy.
BeefeHHst ab0 3MiHW [0 y3arasibHEHUX AaHWX Npo
cuctemy hapMmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHnx npo cuctemy apmaxkoHarnsagy, amiHa
YNOBHOBaXXeHOi 0c0obK, BiANOBIfa/ILHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa AN 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS hapmakoHarnsay
(BKHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHM y pO3MiLLieHHi
macTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNMOBHOBaXKEHOI 0COOM 3asIBHMKA,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA dapmakoHarnsgy B
YkpaiHi: MponoHoBaHa pefakuis: OHULLYK JlloaMmuna
BanepiiBHa. 3MiHa KOHTAKTHUX AAHMX KOHTAKTHOI 0Cco6u

3a
peyenmom

UA/16081/01/03
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy B YkpaiHi
359. | ®NTYKOHAKC® | karncynu no 150 mr Abpun IHais Aypob6iHgo ®apma IHais BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy bes UA/16081/01/04
no 1 kancyniy dopmynenH3 Nimiten - FOHIT I - 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuyenma
6nicTepi; no 1 Mner. N4, BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
6nictepy B cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
KapTOHHiiA [aHux Npo cuctemy hapmMakoHarnsgy, amiHa
ynaKkoBLi YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYMN KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI
mMacTep-calina cuctemy papmakoHarnisay) - 3mMiHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3asIBHUKA,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy B
YkpaiHi: MponoHoBaHa pegakuis: OHMLLyK Jllogmuna
BanepiiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu
YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
hapmakoHarnsgy B YkpaiHi
360. | ®OPKCIFA TabneTkn, BKpUTI ACTPA3EHEK Benuka AcTtpa3eHeka Ab, Lseuis/ BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/13302/01/01
nniBKOBOO A OK Nimiteq BputaHis Lsewis (BUPOBHUK, CLIA/ - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA N13: peyenmom
060/10HKO0, 10 5 BIANOBIfa/IbHWI 3a Benvika 3anpornoHoBaHo: MapkyBaHHs. 3rifiHO 3aTBEPKEHOT0
mr; no 10 KOHTPO/Tb AKOCTI); BpuTaHia TEKCTYy MapKyBaHHSA. 3aTBepAKeHHA aflbTepHaTUBHOMO
Tabnetok y AcTpa3eHeka TEKCTY MapKyBaHHs yNakoBKW Nikapcbkoro 3acoby i3
6nicTepi; no 3 dapmacbloTukanc 3a3HaAYEHHAM MDKHapPOAHUX OAVMHULL BUMIPHOBaHHS 3a
6nictepu y NN, CWA (BMpoGHUK cuctemoro Sl. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
KapTOHHi KopobLyi "in bulk"); 3aTBepIKeHHsA
AcTpa3eHeka HOK
NimiTen, Benvika
BputaHis
(BUPOGHNK,
BiANoBiganbHUii 3a
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs, BUMYyCK
cepii); bpicton-
Maiiepc CkBi66
MaHydakTypiHr
KomnaHi, CLUA
(BMPOGHUK "in bulk")
361. | ®OPKCIFA TabneTku, BKPUTI ACTPA3EHEK Benuka AcTtpa3eHeka Ab, Lseuis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/13302/01/02
nniBKOBOIO A OK Nimiteq BputaHis Lsewis (BUPOBHUK, CLIA/ - BHECEHHSA 3MiH A0 po3ainy «MapkyBaHHa» MKA N3: peyenmom
060/10HKO0, M0 10 BIANOBIfa/IbHWI 3a Benvika 3anponoHoBaHo: MapkyBaHHS. 3riHO 3aTBEPKEHOr0
mr; no 10 KOHTPO/Ib AKOCTI); BpuTaHis TEKCTYy MapKyBaHHSA. 3aTBepAKeHHA anlbTepHaTUBHOMO

Tabnetoky
6nicTepi; no 3

AcTpa3eHeka
PapmacboTUKaNC

TEeKCTY MapKyBaHHS1 yNnakoBK/ NikapCbkoro 3acoby i3
3a3HaYeHHSIM MiXXHAPOAHWX OAMHMLb BUMIpIOBaHHS 3a
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
6nictepn y nn, CWA (Bnpo6HuK cuctemoro Sl. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
KapTOHHI Kopo6Lyi "in bulk"); 3aTBepKEHHSA
AcTtpa3eHeka HOK
NimiTen, Benvka
BputaHis
(BUPOGHNK,
BiANoBiganbHUii 3a
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs, BUMYyCK
cepii); bpicton-
Maiiepc CkBi66
MaHyakTypiHr
KomnaHi, CLLUA
(BMPOGHMK “in bulk")
362. | ®OPMACAH Kpanni gns CAHYM- HimeuuunH CAHYM-Kenbbek HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiliHix maTepianiB: TeXHIYHa 3a UA/17920/01/01
KPAMNMI nepopasibHOro Kenb6ek M16X a v6X i Ko. KI NoMuU/IKa - BUMPaBAEHO TEXHIYHY MOMW/IKY Y TEKCTI peyernmom
3aCTOCYBaHHsA Mo i Ko. Kl MapKyBaHHS1 BTOPMHHOI YNakKoBKW JlikapCbKOro 3acoby:
100 mn y chnakoHi 3anponoHoBaHo:
3 KpanesnbHULeto; 11. HAMEHYBAHHS | MICLEE3HAXOKEHHSA
no 1 dpnakoHy B BWPOBHUKA TA/ABO 3AABHUKA Brpo6Huk CAHYM-
KapTOHHIN nayui Kenbbek Tv6X i Ko. K" Xaccenep WraiiHser 9, Liex 2-6,
27318 Xoiisa, HimeyunHa 3a3HayeHe BuNpaB/ieHHs
BiNoBiAaE MaTepiasiam peecTpauiiHoro 4ockbe
363. | PPOMINIA® TabneTku, BKpUTI KPKA, a.4., CnoseHis BMPOOHULITBO "in CnoseHis BHECEHHS 3MiH 10 peeCTpavLiiiH1ux maTepianis: 3miHun | TUNY 3a UA/5026/02/01
NNiBKOBOKO HoBo mecTo bulk", nepBrHHe Ta - AOMiHICTpaTVBHI 3MiHW. BUyyeHHs1 BUpOOHMYOT AinbHNLI peyenmom
060/10HKOI0, N0 BTOPVIHHE (Bktovaroun AinbHULi Ana APl NPOMKHOTO NPOAYKTY abo
250 mr; no 7 naxkyBaHHs, roTOBOrO NiKAPCbKOro 3acoby, AiNbHULi 415 NPOBEAEHHS
Tabnetok y KOHTPO/b cepii Ta nakyBaHHs1, BUPOOHWKA, BifNoBigasibHOro 3a BUNYCK Cepi,
6nicTepi; no 2 BUNYCK cepil: MicLie NpoBeEHHS KOHTPOJIH cepil) abo nocTayvasibHuKa
6nictepu B KPKA, a.4., Hoso BUXiAHOro marepiasy, peareHTy abo A0NOMiKHOT
KapTOHHI KOpooL;i mecTo, CroBeHis; PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE) - BUAASIEHHS
KOHTPO/b cepil: BMPOGHWKA, BignoBigasibHOro 3a Bupo6bHuUTBo "in bulk"
KPKA, g.4., Hoso CaHLwaiiH fleiik ®apma Ko., N174., Kntait / Sunshine Lake
MecTo, CroBeHist Pharma Co., Ltd., China. 3atBepg)xeHa BMpPOGHMYa
AinbHuus, wo 3anuwnnacs - KPKA, a.4., Hoso mecro,
CnoseHia / KRKA, d.d., Novo mesto, Slovenia, BUKOHYE Ti
cami yHKLi L0 | BUIYyYeHa.
364. | oPOMINIA® TabneTku, BKPUTI KPKA, a.4., CnoBeHis BMPOOGHULTBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/5026/02/02
nniBKOBOIO HoBo mecTO bulk", nepBuHHe Ta - AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHUYOI AinbHUL peyenmom
060/10HKOI0, NO BTOPUHHE (Bkntovaroun ginbHuLi ans Adl, NpoMiKHOTO NpoaykTy abo
500 mr; no 7 nakyBaHHs1, roTOBOrO /liKapCbKOro 3acoby, AiNbHML 4718 NPOBeAeHHS
Tabnetok y KOHTPONb cepii Ta nakyBaHHs1, BUPOGHUKA, Bi4NOBIAANLHOMO 3a BUMYCK Cepil,
6nicTepi; no 2 BWMYCK Cepil: MicLie NpoBeAEeHHS KOHTPOJIO cepil) abo nocTayasibHrKa
6nictepu B KPKA, a.4., Hoso BMXIZAHOro MaTepiany, peareHTy abo A0MNOMDKHOI

KapTOHHi Kopo6bLy

mecTo, CnoBeHis;
KOHTPO/b Cepil:

PEYOBUHM (SKLLO 3a3HAYEHO Y [OCLE) - BUAASIEHHSA
BMPO6HMKA, BiANOBIAa/IbLHOIO 3a BUPo6bHMUTBO “in bulk"




170

Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
KPKA, a.g., HoBo CaHwaiiH fleiik ®apma Ko., /ITa., Kutaii / Sunshine Lake
mecTo, CnoBeHis Pharma Co., Ltd., China. 3atBepgxeHa BupobH1Mya
AinbHUUS, wo sanuwnnacs - KPKA, a.a., HoBo mecto,
CnoseHia / KRKA, d.d., Novo mesto, Slovenia, BUKOHYE Ti
cami (pyHKUiT Lo i BUayYeHa.
365. | ®CME-IMYH cycneHsia gns MNOAN3EP CLWA BakcTep All, ABCTpis AscTpisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy 3a UA/16695/01/01
BAKUWHA ONA | iH'ekuiii no 2,4 EVY.CLML. (BUPOBHMLTBO Benbris - BBeZleHHS HOBOI cepii cTaHAapTy NOPIBHAHHA 4118 TeCTy peuenmom
MPODINAKTUK | mkr/0,5 mn (1 gosa | KOPTMOPEWLL npoaykTy y chopmi in «ldentity» npw KOHTpoNi NpoaykTy Ha eTani TBE Infectious
M KNIWOBOIO | gnsa gopocnux), no H bulk; HanoBHeHHs Virus Harvest (ELISA (MOHOK/OHa/IbHA TECT-CUCTEMA))
EHUE®DANITY 0,5 mn cycnexsii y wnpuuis); bakctep 6e3 3MiH y MeTogi BUNpobyBaHHs. 3anponoHOBaHO:
KYNbTYPAJNIbH | nonepefHbo A, ABCTpis Reference standard lot number VDA 052018. PegakuiiiHi
A 3arnoBHeHOMy (KOHTPOSIb AKOCTI); npasku y po3aini gocbe 3.2.S.5; 3MiHKM | TUNy - oAaBaHHA
IHAKTUBOBAH | oaHopasoBomy BakcTep All, ABCTpist OyHKLii BUNPOGYBaHHA CTEPUNLHOCTI Ha eTani plain pool,
A OYMULEHA wnpuui; no 1 (KOHTpPO/Ib SKOCTI); chiHaNIbHOro 6a1Ky BakLHW Ta roTOBOro NPOAYKTY npu
COPBOBAHA wnpuy Mdpaiizep BWMYCKy Ta NPV AOCNIMKEHHI CTa6iNbHOCTI ANS AiNbHULI
BK/1aAEHOMY Y MeHtoghekyypuHr Mdpaiizep MeHoekuypuHr Benbris HB, Benbrisi.
6nictep; no 1 AscTpia F'm6X, BupaneHHs nitep 3 iHAEKCIB B agpecax BUPOOHUKIB
6nictepy Ta ABCTpIst (KOHTPO/Ib
OKPEMOIO T0JIKO0 sikocTi); Mdcpaiizep
Y KapTOHHiIl MeHtochekuypuHr
Kopoo6Li Benbris HB, benbris
(nakyBaHHs;
MapKyBaHHS1; BUMYCK
cepil)
366. | ®CME-IMYH cycneHsia ans MNOANSEP CLWA Bakctep Al', ACTpis AscTpis/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/16694/01/01
MKYHIOP iH'ekuin no 1,2 EVY.CL.ML. (BUPOGHMLTBO Benbris - BBEAleHHS1 HOBOI cepii CTaHAapTy MOPIBHSAHHA 4718 TeCTy peyenmom
BAKUWHA AnaA | mkr/0,25 mn (1 KOPMOPEWLL NpoaykTy y chopMmi in «ldentity» npu kOHTponi NpoAykTy Ha eTani TBE Infectious
MNPODINAKTUK | posa ans piteid), H bulk; HanoBHeHHs Virus Harvest (ELISA (MOHOKNOHa/IbHaA TECT-CUCTEMA))
M KNIWOBOIro | no 0,25 mn wnpuuis); bakctep 6€e3 3MiH y MeTO/ji BUNPOOYyBaHHS. 3anponoHOBaHO:
EHUE®DPANITY cycneHsii y Al', ABCTpist Reference standard lot number VDA 052018. PepakuiiiHi
KYNbTYPAJIbH | nonepegHbo (KOHTpOSIb SKOCTI); npaskun y po3aini gocbe 3.2.S.5; 3MiHn | TUNY - foAaBaHHSA
A 3arnoBHEHOMY BakcTep All, ABCTpist OYHKLii BUNPOGYBaHHSI CTEPUILHOCTI Ha eTani plain pool,
IHAKTUBOBAH | ogHopasoBomy (KOHTPO/Ib AKOCTI); thiHaNIbHOro 6as1Ky BakLMHW Ta rOTOBOr0 NPOAYKTY npu
A OYMLLEHA wnpuui; no 1 Mdpaiizep BUMYCKY Ta NPV AOCNIMKEHHI CTa6INLHOCTI ANS AiNbHUL
COPBOBAHA wnpuyy, MeHodheKIypUHr Mdpaiizep MeHtochekuypuHr Benbris HB, Benebris.
BK/1aJ,EHOMY Y ABcTpis [m6X, BupaneHHs nitep 3 iHAEKCIB B afpecax BUPOOHUKIB
6nictep; no 1 ABcTpisl (KOHTPOSIb
6nictepy Ta sKocTi); Mdpaiizep
OKPEMOHO FO/IKO0 MeHtodekuypuHr
Y KapTOHHiiA Benbris HB, Benbris
KopoobUi (makyBaHHS;
MapKyBaHHS1; BUNYCcK
cepii)
367. | ®YPACON obnonickyBauy, AT NaT.is AT "OnaiiHchapm" NaTs.is BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny 3a UA/1627/01/01
nopotuok 0,1 "OnaiiHcpapm” - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKY JiKapCbKOro peyenmom

r/nakeTmkno 1 r
npenapary y

3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HaYEHHS
OAMHWLUb BUMIPIOBaHHS y cuctemi Sl. BBegeHHs 3MiH
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
nakeTuky, no 15 NPOTArom 6-Tv MicALIB NicNsa 3aTBepLKEHHS
nakeTukiB y nauui
368. | XIMOTPUMNCWH | niocpinizaT ans TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/2347/01/01
KPUCTANMIYHN | po3uuHy ans "BIODAPMA" BIODAPMA" - 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuenmom
" iH'ekuin no 0,01 r, BBeneHHs1 ab0 3MiHM A0 y3arasibHEHUX JaHWX Npo
5 tpnakoHis 3 cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHnxX
niocpinizatom y [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
6nicTepi; no 2 YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
6nictepy y nauui 3 dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
KapToHy; 5 amnyn 3asBHMKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
3 niodinizaTtom y AKLLIO BOHA BigMiHHa Bif, YNOBHOBa)XKEHOT 0cobu,
6nicTepi; no 2 BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsagy
6nictepu y nauui 3 (BK/THOYAKOYMN KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI
KapTOHY MacTep-haiina cuctemn hapmakoHarnsgy) - amiHa
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMnoBigaIbHOI 3a
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
pegakuis — Mpycbkuii CTaHicnas Bonogmmuposuy. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA dapmakoHarnsgy
369. | XOHOPOCAT po34nH gns TOB "®3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHnx martepianis: 3miHu | Tuny 3a UA/14288/01/01
iH ekui, 100 "BIODPAPMA" "BIO®APMA" - 3MiHM Woao 6e3neku/eheKTUBHOCTI Ta chapmakoHarnsgy. peuyenmom
Mr/MA; Mo 2 M B BeefeHHst ab0 3MiHM [0 y3arasibHEHUX AaHuX Npo
amnyrni; no 5 cuctemy hapMmakoHarnagy (BBefeHHs y3arasibHeHnX
amnyn y 6nicrepi; [aHunx Npo cuctemy hapmakoHarnagy, 3amiHa
no 2 6nictepu B YNOBHOBaXXeHOi 0c0obM, BifANOBIfa/ILHOT 3a 34iICHEHHS
nauui 3 kKapToHy dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa AN 34iiCHEHHS ddapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiICHEHH hapmakoHarnsay
(BKIHOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHM y pO3MiLLieHHi
mMacTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi: MponoHoBaHa
pepakuisi — Mpycbkuii CtaHicnas BonoanMuposuy. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKa,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
370. | LUETPOTIA® NOPOLLIOK Ta Apec Tpeiiginr | LBeliuapi BVMPOGHMK HimeuumHa/ | BHeCeHHsi 3MiH [0 peecTpaLiiiHix MmaTepianis: 3MiHu | Tuny 3a UA/4898/01/01
0,25 MI’ PO3YMHHVKK AnA C.A. A Hepo3dacoBaHoi ®paHuisa - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
pO34nHy Ans npoaykuii Ta HigepnaHnan agpecu Micusa NpoBaKeHHS AisNbHOCTI

iH'ekui no 0,25
Mr, 1 donakoH 3
NMOPOLLKOM Y
KOMMAekTi 3 1
nonepeaHLo
3aNn0BHEHUM

nepBnHHE NakKyBaHA:

Bakctep OHKonomxi
'M6X, HimeuyuunHa,;
Mep dabp
MeguvkameHT
lMpogakLLH,

BMpPOBHUKa/iMNopTepa roToBOro JliKapcbKoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiiNOBIgAaE BUPOGHMK/IMNOPTEP, BKIOYAKOUN BUMYCK Cepild)
- 3MiHM Ha3BW BMPOGHVKA rOTOBOTO /1iKapCbKOro 3acoby,
AKWIA BigNoBigae 3a Bunyck cepii, 3 Mepk KlraA, HimeuunHa
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
LwnpuLom 3 PpaHuis; Ha Mepk Xenckea KlraA, HimeuunHa. Po3TallyBaHHs
PO3YMHHUKOM BTOPUHHE BMPOGHMLTBA 3a/Mwnioch 6e3 3miH, ane Bigdynoch
(Bopa ans nakyBaHHS: YTOYHEHHS afpecy BUPOOHMLTBA, & Came MOLLUTOBOro
iH eKuiid) no 1 mn, AB6OTT iHAekcy. 3MiHWM BHECEHO A0 IHCTPYKLUIT A8 MeAnYHOro
1 ronkotwo ans Bionogxikans b.B., 3aCTOCyBaHHS NMikapCbKOro 3acoby A0 po3ainy
pPO3UMHEHHSA, 1 Higepnavgu; "BMpO6HMKM" Ta, SIK HACMiAOK, A0 TEKCTY MapKyBaHHS
rofiIkoto Ans BiANoBiganbHUii 3a yNakoBKM NiKapcbkoro 3acoby (BBefeHHs 3MiH NPOTAromM
iH eKuii Ta 2 BWMYCK Cepil: 6-TV MicsALiB NicNsA 3aTBEPAKEHHS); 3MiHN | TURY - 3MiHK
TamnoHamu, Mepk Xenckea oo 6e3nekn/edreKTUBHOCTI Ta dpapmakoHarnsagy (iHwi
nNpocoYeHMu KraA, HimeuunHa 3MiHW) - AoAaBaHHAM OAMHULL BUMIpOBaHHS Y cucTemi Sl
cnupTom, y natvHuueto: mg, ml.; OHOBMIEHHS TEKCTY MapKyBaHHS
KOHTYpHIlA (BBegeHHs 3MiH NpOTAroM 6-Tu MicsLiB nicns
YapyHKOBIli 3aTBEPXEHHS); 3MiHY Il TUny - 3MiHK WoAa0
ynakosLj; no 7 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOHTYPHUX KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
YyapyHKOBUX MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro 3aCTOCYBaHHSA Y
YNaKoBOK B 3B'A3KY i3 HOBVMU JaHUMW 3 SKOCTI, AOKNIHIYHUMNU,
KapTOHHI Kopo6Lyi KMIHIYHUMW AaHVMU Ta fJaHuMy 3 chapMakoHarnsgy - 3MiHu
BHECEHO [0 iHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao po3ainy "Cnocié 3actocyBaHHA Ta
[031" BignoBigHO A0 MaTepianiB peecTpauiiHoro Aocke
(BBefeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicns
3aTBEPMKEHHS); 3MiHK || TUNY - 3MiHK 3 sKoCTi. FoToBMIA
nikapcbkuii 3aci6. 3mMiHU y BUpO6GHMLTBI. 3amiHa abo
BBE[EHHSA 404AaTKOBOI Ai/IbHULi BUPpOOHULTBA AN
YyacTvHy abo BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULSA, Ha AKili TPOBOAATLCS GyAb-
SIKi BUPOOHMYI cTagil, 32 BUHATKOM BUMYCKY Cepil,
NPOBEAEHHS KOHTPOJIO SKOCTi Ta BTOPUHHOIO NakyBaHHS,
ANs nikapcbkyx 3aco6iB 6ios10rivyHOro/iMyHoN0rivYHOro
NOXOKEHHA abo NikapCbKnx OopM KOMMIEKCHOro
(cknagHOro) BUPOGHNYOrO NPOLLECY) - BBEAEHHS
anbTepHaTMBHOI AiNbHULI, BignoBigansHoi 3a
BUPOGHMLTBO HEpo3gdhacoBaHOi NPOAYKLIT Ta NepBUHHE
nakyBaHHs - " ep ®abp MegvkameHT MNpogakiuH, AKiTeH
®apwm IHTepHacbiioHanb 2 (APl 2). Y 3B A3Ky i3 BBEAEHHAM
L€l AiNbHUL, WO HANeXu1Tb 40 BXe 3apeecTpoBaHOro
BMPOGHMKa, NepefbayvaeTbCs yTOUHEHHS MOro Has3Bm Ta
agpecy. 3MiHV BHECEHO A0 iHCTPYKLIT A58 MeAnYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
"Bupo6bHukmn", "MicLe3HaxomKeHHs BUPOOHUKIB Ta iXHSA
agpeca MicLs NpoBaKeHHs AiS/IbHOCTI" Ta, SK Hacnigok,
[10 TEKCTY MapKyBaHHS yNakoBKM NlikapCbKOro 3acoby
(BBegeHHs 3MiH NpoTAarom 6-Tu micsis nicns
3aTBEPAKEHHS)
371. | UE®A3O/NIH- NOPOLLOK AN1A My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/4616/01/01
BX®P3 pO34nHY AN akuioHepHe akujioHepHe - 3MiHK 3 AKOCTi. [0TOBUIA NiKapcbkuii 3acib. Cuctema peyenmom
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
iH’ekuili no 500 mr, TOBapuCTBO TOBapucTBo KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
1 conakoH 3 "HaykoBo- "HaykoBo- YyNaKoBKM FOTOBOTO J1iKapCbKOro 3acoby (BUyYEHHS
nopoLuxkom; 1 BMPOGHUYNIA BMPOGHWYUIA LLEHTP yMakoBKN MEBHOTO PO3Mipy) - BUTYYEHHS YNakoBKu 3
hnakoH 3 LEeHTp "BopLuariBcbKuii BiANOBIAHMMU 3MiHaMK A0 p. «YnakoBka» MKA N3
NOPOLLKOM Y naui "BopLuariscbk XiMmiKo- (BBeAeHHS 3MiH NpoTAroM 3-x MicsuiB micns
3 KapToHy; 1 WA XiMiKo- hapmaLeBTUYHNI 3aTBEPKEHHS); 3MIHW BHECEHI B iHCTPYKLjl0 Ans
hnakoH 3 hapmaueBTny 3asopg" MeaUYHOro 3acTocyBaHHA 13 y p. "YnakoBka" (BU/TyYEHHS
NOPOLLIKOM Y Hui 3aBog” yMakoBKM MEBHOT0 PO3Mipy) 3 Bi4NOBIAHUMM 3MiHAMW B
KomnaekTi 3 1 TEKCTi MapKyBaHHS yNakoBOK
amnysnoto
po3unHHKKa (Boga
Ons iH'ekuiid) no 5
MJ/1 B nauuj 3
KapTOHHOIO
neperopoKo
372. | UE®A3O/NIH- NOPOLLOK AN1A My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/4616/01/02
BX®3 po3unHy AnA akujioHepHe akujioHepHe - 3MiHK 3 AKOCTi. FoTOBUIA NiKapcbkuii 3acib. Cuctema peyenmom
iH’ekuii no 1000 TOBapuCTBO TOBapucTBo KOHTeliHep/3akKynopoBa/ibHWiA 3aci6. 3MiHa po3mipy
mr, 1 doniakoH 3 "HaykoBo- "HaykoBo- yNaKoBKM rOTOBOTO J1iKapCbKOro 3acoby (BUYyYEHHS
nopoLuKom; 1 BMPOGHUUNI BMPOGHNUNIA LLEHTP yMakoBKN MEBHOTO PO3MIpY) - BUTYYEHHS YNakoBKu 3
hNakoH 3 LeHTp "BopLuariBCcbKuii BiANOBIAHMMM 3MiHaMK A0 p. «YnakoBka» MKA N3
NOPOLLKOM Y nauLii "BopLuariscbk XiMiKo- (BBeeHHs 3MiH npoTAroM 3-x MicsliB nicns
3 KapToHy; 1 WA XiMiKo- hapmaLleBTUYHNI 3aTBEPKEHHS); 3MIHW BHECEHI B iHCTPYKLi0 AnA
hNakoH 3 hapmaueBTny 3asofg" MeAMYHOro 3actocyBaHHA J13 y p. "YnakoBka" (BU/TyYEHHs
NOPOLLKOM Y Huii 3aBoa” ynakoBKM NEBHOr0 Po3Mipy) 3 BigNoBigHVMMN 3MiHAMU B
KOMMNAekTi 3 1 TEKCTi MapKyBaHHS1 yNakoBOK
amnysoto
po3yMHHYKKa (Boga
A8 iH'ekuiii) no 5
mn abo no 10 mn B
nauui 3
KapTOHHOIO
neperopogKoo
373. | UE®TPIAKCOH | nopoluok ansa MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHmx maTepiasnis:3miHu | Tuny 3a UA/6126/01/01
PO34NHY Ansa "KviBmegnpen "KniBmegnpenapar" - 3MiHN A0 IHCTPYKUii 415 MeANYHOro 3acToCyBaHHs peyenmom
iH'ekuii no 0,5, apart” nikapcbKkoro 3acoby Ao po3ginis: "OcobnnBoCTi
10 chnakoHis 3 3actocyBaHHs", "Mob6iyHI peakui™ LWoao 6e3nekun
NOPOLLKOM Y 3aCcToCyBaHHS BiAMOBIAHO A0 pekomeHpauin PRAC
KOHTYpHilA
YapyHKOBIli
ynakosui; no 1
KOHTYpHilA
YapyHKOBIli
ynakoBLj B nauuj
374. | UE®TPIAKCOH | nopoluok ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis:3miHu | Tuny 3a UA/6126/01/02
pO3unHy ana "Kvismegnpen "Kuismepgnpenapart" - 3MiHM A0 IHCTPYKUiT 4719 MEeANYHOro 3aCTOCYBaHHSA peyenmom
iH'ekuinno 1,0, apat" nNiKkapcbKoro 3acoby Ao posginis: "OcobamBocTi
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky peecmpayiliHo2o
3acoby c¢hopma, nocsio4YeHHs1
ynakoska)
10 chnakoHis 3 3acTocyBaHHs", "Mo6iYHI peakuii” Wofo 6e3neku
NOPOLLIKOM Y 3acTOCyBaHHS BiANOBIAHO A0 pekomeHgauiin PRAC
KOHTYpHIlA
YapyHKOBIli
ynakosuj; no 1
KOHTYpHIlA
YapyHKOBIl
ynakoBLi B nayLi
375. | WATPAMOH Tabnetku, no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy Nel10x1, UA/17370/01/01
MAKCI® Tabnetoky "PapmaueBTun "®apmaueBTnyHa - BHECEHHS 3MiH A0 po3iny «Onuc», a caMme BUTyYEHHS Nel0Ox2 - 6e3
KOHTYPHIl YyHa chipma thipma "apHmus” MapKyBaHHs «LIM>» i3 noBepxHi TabneTkn 3anponoHOBaHo: peyenma
YapyHKOBIl "NapHuus” Nel0x9 - 3a
ynakosLi, no 1, 2 Onuc. TabneTkn NOLOBXEHOT (hopMy 3 ABOOMYK/I0K0 peyernmom
a60 9 KOHTYpHUX noBepxHeto, 6inoro abo maiixe 6iIoro KobLopy.
YapyHKOBUX JonyckaloTbCsA BKpanieHHsa CipyBaToro Koibopy. 3MiHu
ynakoBOK y nauli BHeCeHi B IHCTPYKLIilO AN MeAnyHOro 3actocyBaHHa 13 'y
p. "Nikapcbka oopma” (OCHOBHI Ri3NKO-XiMIYHi
B/1IaCTUBOCTI). BBeAeHHA 3MiH NPOTAroM 6-Tu MicALiB nicis
3aTBEPAKEHHS
376. | WATPAMOH-M Tabnetkn no 6 MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHnx martepianis: 3miHu | Tuny 6e3 UA/8592/01/01
Tabnetok y "Ximthapm3as "Ximchapm3sasop - 3MiHW A0 IHCTPYKUiT 415 MenYHOro 3acTocyBaHHS peyenma
6nicTepi; no 10 opf "YepsoHa "YepBoHa 3ipka" nikapcbKoro 3acoby A0 po3finy "3acTocyBaHHA y nepiof
Tabnetok y 3ipka” BariTHOCTi ab0 rofyBaHHsA rpyaa” Wwoao 6esneku
6nicTepi; no 6 3aCTOCYBaHHSA [il040i pe4oBUHM NapaueTamor BignosigHo
Tabnetok y [0 pekomeHgauii PRAC.
6nictepi, no 1 BBegeHHs 3MiH NpoTarom 3-x mMicsuiB nicns
6nicTepy B naui; 3aTBEPKEHHS; 3MiHU | TUny - 3MiHW 0 [HCTPYKUT ANns
no 10 TabneTtok y Me[MYHOro 3aCTOCYBaHHA NMiKapcbKoro 3acoby [0 po3ainy
6nictepi; no 1 "3acTocyBaHHs y nepiog BariTHOCTi abo roayBaHHs
6nicTepy B nauui rpyaat” WwWoao 6e3nekn 3acTocyBaHHS AiloUMX PEYOBUH:
KoghbeiH Ta kucnota aueTuncaniymnosa. BeefeHHs 3MiH
nNpoTArom 3-X MicsALiB Nic/ia 3aTBEpAKEHHS
377. | UATPOKENb Tabnetkn Ne 10 y CAHYM- HimeuuunH CAHYM-Kenbbek HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiHiX MaTepianiB: TEXHIYHA 3a UA/17922/01/01
TABJIETKUN 6nictepax, no 8 Kenb6ek M16X a v6X i Ko. KI NOMU/IKa - BUMPAaBEHO TEXHIYHY NOMWSIKY Y TEKCTI peyernmom
6nicTtepis B i Ko. KI MapKyBaHHS1 BTOPMHHOI YNakoBKW JlikapCbKOro 3acoby:
KapTOHHIN nayui 3anponoHosaHo: 11. HAMEHYBAHHS |
MICUE3HAXOMXEHHA BUPOBHUKA TA/ABO
3AABHUKA BupobHuk CAHYM-Kenbbek Mv6X i Ko. KI
Xaccenep LWTaitHBer 9, Liex 2-6, 27318 Xoiis, HimeuunHa
3a3HayeHe BUNpaBeHHA BignoBigae maTepiasiam
peecTpauiiiHOro A0Cbe
378. | LUIAHOKOBA/A | po3uyuH ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/3471/01/01
MIH-AAPHUUA | iH'ekui, 0,2 mr/mn, | "®apmaueBtu "®apmMavueBTnyHa - BUWIYYEHHS 3aTBEPA)KEHOrO BUPOGHMKa AD| peyenmom
(BITAMIH B12- no 1 mn B amnyni; YyHa chipma thipma "AapHuusa” uiaHko6anamin North China Pharmaceutical Victor Co.
AAPHULSA) no 5 amnyny "fapHuus" LTD., China
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsioYeHHs

KOHTYpHilA
YapyHKOBIl
ynakoBLj; no 2
KOHTYPHI
YapyHKOBI
yNakoBKM B NayLi

379.

LIAHOKOBATA
MIH-AAPHULIA
(BITAMIH B12-

JAPHULSA)

pO34MH Ans
iH'ekuin, 0,5 mr/mn,
no 1 mn B amnyni;
no5amnyny
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI
YapyHKOBI
yNakoBKM B NauLi

MpAT
"papmaueBTu
YyHa thipma
"fapHuus"

YkpaiHa

MpAT
"PapmaueBTnyHa
ipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNy
- BUIYYEHHS 3aTBEpPA)KEHOro BUPOGHMKa AD|
uiaHko6anamid North China Pharmaceutical Victor Co.
LTD., China

3a
peyenmom

UA/3471/01/02

380.

AHYBIA

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKOI0, MO
100 mr, no 14
Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHI Kopo6Lyi

Mepk LWapn i

Joym IAEA
M6X

LLiseliyapi
2

Mepk Wapn i Joym
B.B., HigepnaHau
(BUPOBHUK,
BignoBigasibHWI 3a
BUNYCK cepil,
KOHTPO/b AKOCTI);
Mepk Wapn i Joym
NimiTen, Benvika
BpuTtaHis (BUPO6HUK
33 NOBHUM LIMK/IOM)

HigepnaHgmn
/ Benuka
BputaHis

BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny
- OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKY JlikapCbKOro
3ac06y 3 BHECEHHAM iHhopMal,ii LLoA0 3a3HAYEHHS
OAVHWLb BUMIPIOBaHHS y cuctemi Sl. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPIKEHHS

3a
peyenmom

UA/9432/01/03

HayanbHuK Bigainy 3 nutaHb papmaleBTUYHOI
AiAnbHOCTI [lenapTaMeHTy peai3auii NoaiTUK

T.M. NIACKOBCbKUA




MEPENIK

176
AopaTok 4
A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
26.06.2020 Ne 1466

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TONYHNX NPEMNAPATIB), AKUM BIAMOB/IEHO ¥ AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 4O PEECTPALUIMHNX MATEPIANIB
TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina lliocmasa lpoyedypa

Ne NliKapcbKo20

n/n 3acoby

1. FNYTOKCUM PO34NH A5 iH'EKLIN TOB YkpaiHa MpAT "lekxim- YkpaiHa | 3acigaHHs BigmoBuTM y 3aTBepMKeHHi - 3MiHM | Tuny - 3MiHa y meTogax BunNpobyBaHHSA
1% no 1 mn1 abo no "30PABO" Xapkis" HTP Ne 18 rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHM Yy MeTogax BUNpobyBaHb (BK/OUAKOUM 3aMiHy
2 mMn B amnynax; no Bif abo [ONOBHEHHS))) — 3MiHM B MeToAMUi 3a MOKa3HMKOM «[MOCTOPOHHWME npUMecH»
5 amnyn y 6nictepi B 14.05.2020 (Mpo6oniaroToBka, YMOBM XpoMaTorpagyyBaHHs); - 3MiHM | Tuny - 3MmiHa napameTpis

nauuj 3 KapToHy;
PO3YMH A8 iH'EKUIN
3%nolmne
amnyni; no 5 amnyn
y 6nicTepi, no 1
6nictepy B naui 3
KapTOHy; Mo 2 MmN B
amnyni; no 5 amnyn
y 6nicTepi, no 1 abo
no 2 6nictepu B
nadui 3 KapToHy

cneumdikauiii Ta/abo [ONYCTUMUX MEX FOTOBOrO J1iKapcbKOro 3acoby (4OMOBHEHHS
abo 3amiHa nokasHuka cneundikauii 3a pesynbTatamy gochigpkeHb 3 6e3nekn abo
SIKOCTi — 3MiHa KpUTepIiiB NPUMIHATHOCTI Ta Npocpinto fomilwok B cneyudikayii M3, Ha
nigctaBi HeratTMBHOTO BWCHOBKY EKCMEPTHOI KOMICii LWOAO BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiiB Ta 3 ypaxyBaHHSIM pilLEHHs1 3aciflaHHsi HayKoBO-TeXHiUHOT
pagn OELL MO3 Ykpainu Bifg 14.05.2020 BigMOBUTK Y 3aTBEPAKEHHI - 3MiHU | Tvny -
3MiHa y MeTofax BUNPOGYBaHHA rOTOBOrO /iKaPCbKOro 3acoby (iHLWi 3MiHM y MeToAax
BMNPO6YBaHb (BKIOYaloUuM 3aMiHy abo [OMOBHEHHS)) — 3MiHM B MeToaMui 3a
NOKa3HUKOM «loCTOpOHHNE npumecu» (npo6oniaroToska, YMOBMU
XpomaTorpadpyBaHHs); - 3MiHM | Tuny - 3miHa napameTpiB cneuudikauliin Ta/abo
[OMyCTUMUX MEX rOTOBOro flikapCbkoro 3acoby (4OMOBHEHHA abo 3amiHa nokasHuka
crneundikalii 3a pesynbtaTaMmu JOC/igKeHb 3 6e3nekn abo SKOCTi — 3MiHa KpuTepiiB
NPUAHATHOCTI Ta npodiniio AoMIWoK B cneuudikauii 13, Ha nigcTtasi HeraTMBHOrO
BMCHOBKY €KCMepTHOI KOMICil LL00 BHECEHHS 3MiH A0 peecTpauiliHnx maTepianis Ta 3
ypaxyBaHHAM PpilleHHs 3acifaHHa HaykoBo-TexHiyHoi pagn AEL, MO3 YkpaiHu Big
14.05.2020

HavyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI

pisnbHoOCTI [lenapTamMeHTy peasiisauii NONITUK

T.M. IacKkoBCbKun
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