DopaTtok 3

Ao Haka3y MiHicTtepcTBa oxopoHU
300poB’A YKpaiHu
05.02.2019 Ne 297

NEPENIK

NIKAPCbKKUX 3ACOBIB (MEOUYHUX IMYHOBIOJIOMNYHUX MPEMAPATIB), LLWOAO AKUX BYJIUN BHECEHI 3MIHU A0
PEECTPALUIMHUX MATEPIANIB, AKI BHOCATLCA OO AEPXABHOIO PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHU

Ne Haszea Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPOGHUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceioYyeHHs1
1. | L-MICTUOUH NOpOLLOK MpAT YkpaiHa Kiosa Xakko Bio AnoHia BHECEHHS 3MiH 40 peecTpaLiiH1X maTtepianis: 3miHu | Tuny - - UA/4907/01/01
(cybeTaHuis) y "®apmaueBTu Ko., Nt 3BY)XEHHS1 OMYCTUMUX MEX, BU3HAYEeHUX y cneundikadii,
noABiNHMX YHa dipma nokasHukie «Cynbdatny», «Baxki metanu», «BtpaTa B maci npu
nonieTuneHoBmx "®apKoC" BMCYLLYBaHHI» Ta «MikpobionoriyHa ynctoTa» Ha nigcrasi
naketax ans pe3ynbTaTiB pyTUHHUX BUNPobyBaHb BUPOOHMKa ADI; 3miHu | Tuny -
BMpPOBHMLTBA NPVBEAEHHSA AOMYCTUMMX MEX, BUSHAYEHUX Y creumdikauii,
HEeCTepUNbHUX nokasHuka «lutome onTuyHe oGepTaHHA» 40 BUMOT MOHorpadii
nikapcbkux popm €Bp.®apm. 0911 Ha Histidine gitovoro BuaaHHs, gogaBaHHS
nokasHuka «ApceH» BignoBiAHO A0 NPOBEAEHOr0 efleMEHTHOro
aHanizy A®I (signosigHo go ICH Q3D)
2. [ S(v) MOPOLLIOK TOB "KYCYM Ykpaina moxem IHaacTpi3 IHAiA BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3MiHu | Tuny - - UA/10000/01/01
AMNOAOUNIH | (cybecTtaHuisa) y PAPM" Timiten AamiHicTpaTuBHi 3MiHW. 3miHa HaiMeHyBaHHA Ta/abo agpecun
Y BECUNAT noAaBiNHNX 3asiBHUKA (BNacHWKa peecTpaLiiHoro nNocBig4YeHHs1) 3miHa
nonieTnneHoBmx HalNMeHyBaHHs Ta agpecu 3asiBHUKA
naketax ans
BUPOBHMLTBA
HeCTepUnbHUX
nikapcbknx opm
3. | A3TEK TabneTku, BKpUTI €Bpo Benvka dAC Nimiteq IHgis BHECEeHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/6635/01/02
NNiBKOBOIO TNandpkep N1 BpuTaHis AaMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BK NikapcbKoro 3acoby peuenmom
o6onoHkoto, no 250 3miHu BHeceHi wogno Haseu 13. 3ateepmpkeHo: SATPUH
Mr no 6 TabneTok y 250/ZATHRIN 250 3anponoHoBaHo: ASTEK/AZTEK
6nictepi; no 1 BBefeHHs 3MiH NpoTArom 3-x MiCALIB MiCNSA 3aTBEPAKEHHS
GnicTtepy B ynakoBui
4. | A3TEK TabneTku, BKpUTI €Bpo Benvka oAC TNimiteq IHgis BHECEeHHSs 3MiH 40 peecTpauiiHux matepianis: 3MiHum | Tuny - 3a UA/6636/01/02
NNiBKOBOIO Tandpkep N1 BpuTaHis AaMiHiCTpaTMBHI 3MiHW. 3MiHa Ha3BK NikapcbKoro 3acoby peuenmom
obornoHkoto, no 250 3MmiHu BHeceHi wogno Haseu J13. 3ateepgpkeHo: SATPUH
mr in bulk: no 1000 250/ZATHRIN 250 3anponoHoBaHo: ASTEK/AZTEK
TabneTtok y BBeneHHs 3MiH NpoTsrom 3-x micsUiB nicnsa 3aTBeEpoYKEHHS
nnacTukoBmx H6aHkax
5. | A3TEK TabneTku, BKpUTI €Bpo Benvka oAC Nimiteq IHgis BHECEHHS1 3MiH [0 peecTpauiiHux matepianis: 3MiHum | Tuny - 3a UA/6636/01/01
NNiBKOBOIO Tandpkep N4 BpuTaHis AaMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BK NikapcbKkoro 3acoby peuenmom
obornoHkoto, no 500 3MmiHu BHeceHi wogno Haseu N13. 3aTteepgpkeHo: SATPUH
Mr in bulk: no 1000 500/ZATHRIN 500 3anponoHoBaHo: ASTEK/AZTEK
TabneTtok y BBeneHHs 3MiH NpoTsrom 3-x micsAUiB nicnsa 3aTBepAKEHHS
nnacTukoBmx H6aHkax
6. | A3TEK TabneTku, BKpUTI €Bpo Benvka oAC NNimiteq IHgis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHum | Tuny - 3a UA/6635/01/01
NNiBKOBOIO TNandpkep N1a BpuTaHis AaMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BK NikapcbKkoro 3acoby peuenmom

o6onoHkoto, no 500

3MmiHu BHeceHi woao Haseu J13. 3aTteepgkeHo: 3ATPUH
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
Mr no 3 TabneTkn y 500/ZATHRIN 500 3anponoHosaHo: ASTEK/AZTEK
6nictepi; no 1 BBeneHHs1 3MiH NpoTsrom 3-x micsAuiB nicns 3aTBepaKeHHs
6nicTepy B ynakoBLi
7. | AMIHOMIA3 | po3s4uH Ang iHdysin B. bpayH Himeuunna Brpo6HMUTBO, HimeyunHa BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3miHu | Tuny - 3miHn 3a UA/5099/01/01
MAIb® no 500 mny Menb3yHreH nepBuHHa Ta 3 aKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHW y BUpOBGHMUTBI. 3MiHa peuenmom
FENA -10% dnakoHax, no 10 Al BTOPWHHA iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPO0
dnakoHiB y kopobui yrnakoBKa, BUMYCK SIKOCTi FOTOBOrO fikapcbkoro 3acoby (3amiHa abo fonaBaHHSA
cepii: AiNbHULI, Ha SKIN 3AINCHIOETBCS KOHTPONb/BUNPOBYBaHHS cepii) -
B. BpayH 3a3HayYeHHs1 BUpoGHYKa, BignosiaansHoro 3a KoHTpons cepii, b.
Menb3yHreH Arl, BpayH Menb3yHreH AlT, 3a agpecoto: Am LLBepuensarod 1, 34212
HimewyuunHa Menb3yHreH, HimevunHa, Ta dpyHKuUioHanbHMX 060B’A3kKiB
BupoGHuKa Bb. BpayH Menb3ayHreH Al', 3a agpecoto: Kapn-bpayH-
KoHTponb cepii: LWrpacce 1, 34212 Menb3yHreH, Hime4unHa
B. bpayH
Menb3ayHreH Arl,
HimeuyuunHa
8. | AHAJNDbIIH - Tabnetkn no 10 ToBapucTso 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4O peecTpaLiiH1X maTepianis: 3miHu | Tuny - bes3 UA/15689/01/01
OUBA30N - TabneTok y 6nictepi; [0OaTKOBOK [0OaTKOBOK AAMiHiCTpaTVBHI 3MiHW. BUny4YeHHst BUpOOHUYOI AinbHULI peuenma
NAMABEPUH | no 1 6nictepy B BiANOBiAanbHi BiAMNOBIgaNbHICTIO (Bkntovaroun ginbHuLi ans API, npomixxHoro NnpoaykTy abo rotoBoro
nayuj; no 10 cTio "IHTEPXIM" nikapcbKoro 3acoby, AinbHUL AN NpoBeAeHHS NaKyBaHHS,
TabneTok y Gnicrepi "IHTEPXIM" BMpPOOHUKa, BiAMOBIAANbLHOMO 3a BUMYCK CEepill, MicLie MPOBEAEHHSI
KOHTpOrto cepii) abo nocTayanbHWKa BUXIgHOrO matepiany,
peareHTy abo 4OMOMIXKHOI peYOBUHM (SIKLLO 3a3Ha4Y€eHO Y AOCLE) -
BUITyYeHHs AinbHuLi YkpaiHa, 65080, Opecbka 06n., m.Ogeca,
Tloctpopdebka fopora, 6ya. 86, Ae 3aincHOeTbCS 36epiraHHst
roToBOI NPOAYKLii, Ta BUNyYeHHs iHdbopmalii , Wwoao
MiCLIe3HaXOXKEHHS FOPUANYHOI 0cobu; 3MiHM | Tuny - 3MiHK 3
sikocTi. [oToBMI Nikapcbkuit 3aci6. 3MiHKM y BUpoOHULTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCH BUMYCKY Cepii Ta KOHTPOMO
SIKOCTi FOTOBOrO fnikapcbkoro 3acoby (3amiHa abo fonaBaHHSA
AiNbHULI, Ha AKIA 3AINCHIOETBCS KOHTPONb/BUNPOGYBaHHS cepii) -
3aMiHa AinbHWLUb, e NPOBOAUTLCS BUMPOOYBaHHS KOHTPOSIO cepii:
3 AinbHWUB 3a agpecamu YkpaiHa, 65080, Opgecbka o6n., m. Opeca,
TNMoctpopdebka gopora, 6ya. 86 Ta Ykpaina, 65025, m. Opeca, 21-i
kM. CTapokuiBCbKOI Aoporu, 23 Ha AiNbHULIO 3a agpecoto YKpaiHa,
65025, m. Opeca, 21-11 kM. CtapokuiBcbkoi goporu, 40-A
9. | ATOPBACTA | Tabnetku, BKpUTI AHaHTa Benuka dnamiHro IHgis BHECEHHS 3MiH 40 peecTpauliHux maTepianis: 3miHu | Tuny - 3miHn 3a UA/0688/01/01
TWUH 10 NniBKOBOO Megikeap BputaHis dapmacboTHKanc 3 aKocTi. [oToBMI Nnikapcbkuii 3aci6. 3MiHn y BUpOBGHMUTBI. 3amiHa | peuyernmom
AHAHTA 060roHkKot, no 10 mr nro. NTa., IHAaia abo BBeeHHS 40A4ATKOBOI AiNbHULI BUPOBGHMLITBA AN YaCcTMHM abo
no 10 TabneTok y ApTypa BCbOrO BMPOGHMYOro NpoLEecy roToBoro fikapcbkoro 3acoby

6nictepi; no 3
6nictepn y kopobui 3
KapTOHyY

dapmacbioTikans
Met. N1A., IHAiA

(BinbHUUS, Ha KM NpoBOAATLCS Byab-Aki BUPOOHUYI cTagil, 3a
BUHSITKOM BUMYCKY CEPIll, KOHTPOJHO SIKOCTi, NEPBUHHOTO Ta
BTOPWHHOIO NakyBaHHS, A HECTEPUNbHUX Mikapcbkux 3acobiB) -
BBefeHHs 3MiH NpoTArom 3-x MicALIB MiCNsA 3aTBEPAKEHHS
CynyTHS 3MiHa
- 3MiHUY 3 sikocTi. [0TOBMI Nikapcbkuin 3aci6. 3MiHM Yy BUPOBHULITBI.
3amiHa abo BBeAEeHHS 4OAATKOBOI AiNbHULi BUpOOHULTBA AN
YacTHU abo BCbOro BUPOOHMYOro NPOLIECY FOTOBOTO fliKapChKOro
3acoby (ginbHMUS ANs BTOPUHHOMO NakyBaHHS);
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[IpogoBxkeHHs no1aTka 3

Ne
n/n

Haszea
JNikapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo
20
noceidyeHHs1

- 3MiHM 3 sKocTi. [oToBMI NMikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3amiHa abo BBeieHHs 4OAAaTKOBOI AiNbHULI BUPOOHULTBA 4Ns
YacTuHU abo BCbOro BUPOGHUYOro NpoLIecy roToBOro MikapCbKoro
3acoby ([iNbHWULSA ANS NEPBUHHOTO NaKyBaHHSA) - BBEAEHHS
[o[aTKoBoi BUpOOHMYOI AinbHuui Aptypa ®apmacstoTtikans lMBT.
NTa., IHais;
3MiHu | Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbkuin 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOIIO SIKOCTi FOTOBOrO fikapcbkoro 3acoby (3amiHa abo
[oAaBaHHsi BUpOOHUKa, L0 BiANOBIAA€E 3a BBE3eHHs1 Ta/abo Bunyck
cepii) - Bkntovatoum KOHTponb/BUNpobyBaHHS cepii - AoAaBaHHS
BMpOGHUKa - ApTypa PapmacktoTikana MBT. J1Ta., IHAis. BBegeHHs
3MiH NpoTAroM 3-X MicsuiB nicns 3aTBepAXXeHHs; 3MiHu | Tuny -
3miHu Wwopao 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsay (iHLwi
3MiHW) - pegaryBaHHs IHCTPYKUIT 4Nns Mean4Horo 3actocyBaHHs 13
3a p.p. "BupobHuk", "MicLuesHaxoaxeHHs BUpoGHMKa Ta 1oro
afpeca Micusi NPOBaKEHHA AiSNbHOCTI" ANs MOXNMBOCTI APYKY
iHCTpYKLUIi Ansi koxHoro BUpo6Huka J13 okpeMo (BBeaeHHs 3miH
npoTArom 3-x MicsLiB Micns 3aTBEPAKEHHS)

10.

ATOPBACTA
TWH 20
AHAHTA

TabneTkn, BKpUTI
NNiBKOBOIO
obonoHkoto, no 20 mr
no 10 TabneTok y
Gnictepi; no 3
Gnictepu y kopobui 3
KapTOHY

AHaHTa
Megikeap
nro.

Benuka
BpuTaHis

dnamiHro
dapmacbioTrkanc
Nra., IHais
ApTypa
dapmacbioTikans
Met. Nl1A., IHAia

IHAis

BHECEHHS 3MiH 40 peecTpalinHux maTepianis: 3miHu | Tuny - 3miHn
3 aKkocTi. [oToBWIA nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3amiHa
abo BBeeHHSA 4OAATKOBOI AiNbHULI BUPOGHMLITBA AN YacTUMHM abo
BCbOrO BMPOGHMYOro MpoLecy roToBoro fikapcbkoro 3acoby
(BinbHUUSA, Ha AKiN NpoBoAsATLCS OyAb-aki BUPOOHMYI cTagiji, 3a
BVHSATKOM BWMYCKY CEPill, KOHTPOIIO SKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO NakyBaHHS, A HECTEPUNbHUX Mikapcbkux 3acobiB) -
BBegeHHs 3MiH NpoTaroM 3-x MicsAuiB nicns 3aTBepAXKEHHS
CynyTHS 3miHa
- 3MiHK 3 sikoCTi. [0TOBMI Nikapcbkuin 3aci6. 3MiHM Yy BUPOOHULTBI.
3amiHa abo BBeAeHHs1 4OAaTKOBOI AiNbHULi BUpOGHULTBA Ans
YacTnHM abo BCbOro BUPOBHMYOro NpoLecy roToBOro flikapCbKoro
3acoby (QinbHULSA AN BTOPUHHOTO NakyBaHHS);

- 3MiHUK 3 sikocTi. [0TOBMI Nikapcbkuil 3aci6. 3MiHM Yy BUPOBGHULITBI.
3amiHa abo BBeleHHs 4OAATKOBOI AiNMbHULI BUPOOHULTBA ANA
YacTnHKM abo BCbOro BUPOBHMYOro NpoLecy roTOBOrO flikapCbKoro
3acoby (QinbHUUS ANst NEPBUHHOMO NakKyBaHHS) - BBEAEHHS
[0[AaTKOBOI BUPOOHMYOIT AinbHuui ApTtypa ®apmacstotikans lMBT.
N1a., IHais;
3MiHu | Tuny - 3MiHK 3 sikocTi. [oToBMI Nikapcbkuin 3acib. 3MiHK y
BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHu, Lo CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOIIO SIKOCTi FOTOBOrO fMikapcbkoro 3acoby (3amiHa abo
[opaBaHHs BUPoOHWMKa, Lo BiANOBiAae 3a BBE3EHHsI Ta/abo Bunyck
cepii) - Bkntovatoum KOHTponb/BUNPOOYBaHHS cepii - AoAaBaHHS
BMpOGHUKa - ApTypa PapmacktoTikana MBT. J1Ta., IHAis. BBegeHHs
3MiH NPOTArom 3-X MicAUiB NiCns 3aTBEPAXEHHS; 3MiHK | Tuny -
3miHu Wwopo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay (iHLwi
3MiHW) - pefaryBaHHs iHCTPYKUiT Ans MeanM4Horo 3actocyBaHHs J13
3a p.p. "BupobHuk", "MicLue3HaxoaXeHHs1 BUpOGHMKa Ta oro
appeca MicLsa NPOBaAXXeHHS AiANbHOCTI" ANs MOXIMBOCTI APYKY
iHCTPYKLIi Ans koxHoro BupobHuka J13 okpeMo (BBegeHHs 3MiH

3a
peuenmom

UA/0689/01/01
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
npoTArom 3-x MicsLiB Micns 3aTBEPAKEHHS)
11. | BAKNO®EH TabneTkn no 25 wr, dapmaneBTny Monblua dapmaLeBTUYHNI Monblua BHECEHHS 3MiH 40 peecTpaulinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/0497/01/02
no 50 TabneTok y HuIA 3aBog 3aBofg wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsigy. BeeaeHHs abo peuenmom
nonieTuneHoBomMy “Monbcapma” “Monbdapma” C.A. 3MiHW A0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarmsaay
bnakoHi 3 KPULLIKOHO i3 C.A. (BBEAEHHS y3aranbHEHUX AaHUX MPO cucTemy hapmakoHarnsgy,
amMopTM3aTopoM Ta 3MiHa yNoBHOBaXeHOI 0cobu, BiANOBIAaNbHOI 3a 3AiCHEHHS
3aXVCHUM KinbLiem; no dapmakoHarnsay; KOHTakTHOI ocobu 3 chapmakoHarnsgy 3asBHUKa
1 dnakoHy B AN 30incHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BoHa BiAMIHHA
KapTOHHI kopobui Bif] yNnoBHOBaXeHOi ocobu, BignoBiganbHOi 3a 3ailiCHEHHS
cbapmakoHarnagy (BKIoYarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLeHHi MacTep-gaina cuctemun dpapmakoHarnsgy) - 3MiHa
yMNOBHOBaXeHOi 0cobu, BianoBiaansHoi 3a 3aicCHEHHs!
capmakoHarnagy: MNMponoHoBaHa pepakuis: Krzysztof Karpinski.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOI ocobu, BianosiganbHoi 3a
34iicHeHHs dhapmakoHarnagy
12. | BAKNO®EH Tabnetkn no 10 wr, dapmaneBTny Monblua dapmaLeBTU4HNI Monbla BHECEHHS 3MiH [0 peecTpaLiiH1X maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/0497/01/01
no 50 TabneTok y Hui 3aBoa 3aBop wono 6e3nekn/edpeKkTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenmom
nonieTuneHoBomy “Monbgapma” “Monbapma” C.A. 3MiHM 0 y3aranbHeHUX AaHnX Npo cuctemy hapmakoHarnagy
nakoHi 3 KPULLKOHO i3 C.A. (BBEOEHHSA y3aranbHEHUX AaHUX MPo cuctemy dapmakoHarnsgy,
amMopTn3aTopom Ta 3MiHa ynoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
3aXUCHUM KinbLeMm; no apmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsay 3asiBHUKa
1 donakoHy B 0N 30iNcHeHHs1 chapmakoHarnsaay B YkpaiHi, SKLWo BoHa BiAMIHHA
KapTOHHIN kopobLj Bif] yNoBHOBaXeHOi ocobwu, BignoBiganbHOi 3a 34iiCHEHHS
capmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLleHHi MacTep-ganina cuctemmn dpapmakoHarnsay) - 3MiHa
yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS!
cdapmakoHarnagy: lNMponoHoBaHa pegakuis: Krzysztof Karpinski.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
34iNCHEHHN bapmakoHarnagy
13. | BAKITIO®EH Tabnetku no 10 wmr, dapmaueBTuy Monbla dapmaueBTUYHUI Monbla BHECEHHS 3MiH 40 peecTpauinHMx MmaTepianis: 3MiHu | TUny - 3aMiHa 3a UA/0497/01/01
no 50 TabneTok y HuI 3aBog 3aBopg rpacpiyHoro odbopmMreHHs NepPBUHHOT Ta BTOPMHHOI YNakoBOK Ha peuernmom
nonieTuneHoBomy “Monbdapma” “Monbgapma” C.A. TEKCT MapKyBaHHS YNakoBOK 3 BiAMNOBIAHUMW 3MiHamMK A0 pPoO3ainy
nakoHi 3 KPULLIKOIO i3 CA. MK nikapcbkoro 3acoby (posgin «[padiyHe ocpopmneHHs
amMopTM3aTopoM Ta yMakoBKU» 3aMiHeHO po3ginoM «MapKyBaHHs»)
3aXWCHUM KinbLeMm; no
1 cpnakoHy B
KapTOHHI kopobui
14. | BAKINNO®EH TabneTkn no 25 wr, dapmaneBTny MonbLia dapmaLleBTU4HNN MonbLa BHECEHHS 3MiH JO peecTpaLliiH1X MaTepianis: 3miHu | Tuny - 3amiHa 3a UA/0497/01/02
no 50 TabneTok y Hun 3asof 3aBoa rpacpiyHOro odpopMIeHHs NEPBUHHOI Ta BTOPMHHOI YNakoBOK Ha peuyenmom
nonieTuneHoBomy “Monbgapma” “Monbgapma” C.A. TEKCT MapKyBaHHS YNaKoBOK 3 BiAMOBIAHMMM 3MiHamu 4o po3giny
rnakoHi 3 KPULLIKOIO i3 C.A. MKA nikapcbkoro 3acoby (po3gin «[padiyHe ocpopmneHHs
amMopTM3aTtopoM Ta yMakoBKU» 3aMiHeHO po3ginom «MapKyBaHHSA»)
3aXVCHUM KinbLiem; no
1 donakoHy B
KapTOHHI kopobui
15. | BAPBOBAN® | kancynu TBepgi no 10 NAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpalinHux maTepianis: 3MiHu | Tuny - 3miHn be3 UA/1196/02/01
Kancyn y 6nicrepi; no "®papmak” 3 gkocTi. A®l. KoHTpornb A®I - 3miHM y MeTogax BunpobysaHHs ADI peuenma

1 abo 3 6nictepu y
nayui 3 KapToHy

(dbeHobapbiTany) T. "mikpobionoriyHa YicToTa" - BUNy4eHo NoBHUM
BUKNag, NPOBeAEHHS METOAUKM, BBEAEHO NOCKUNaHHsA A0 BUMOT
OoY, EP; 3miHn y MeToax BunpobyBaHHs anst A®| po3ynHy
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceidYeHHs1

MEHTONy B MEHTMIOBOMY edipi KNCMOTK i30BanepiaHoBoi (Banigon)
T. "MikpobionoriyHa uncroTa" - BUNy4eHo NOBHWI BUKNAA,
npoBeAeHHsA MeToAMKN, BBEOEHO NocunaHHs 4o sumor A®Y, EP;
3MiHM y MeTogax BunpobysaHHa Ans APl ETunosuii edip anbda
6pomisoBarnepiaHoBOI kKncnoTtu T. "MikpobionoriyHa unctota” -
BUIMYYEHO MOBHWI BMKNag NPOBEAEHHS METOAWKMW, BBeAEHO
nocunanHsa go sumor AdY, EP; 3miHm | Tuny - 3miHa y napameTtpax
cneumdikauin Ta/abo [onNyCTUMKUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha ADI, abo BUXigHWMA/NPOMIXKHUIA NpOAYKT/peareHxT,
LLIO BUKOPUCTOBYIOTLCS Y NpoLieci BupobHuutea APl - 3MiHN y
meTogax BunpobysaHHs ans AP| peHobapbitan T.
"mikpobionoriyHa YncToTa" - BBEAEHO NEPIOANYHICTE KOHTPOTIHO -
"KOHTPONb NPOBOAUTM BUBIPKOBO: NEpLUY Ta KOXHY M ATY HACTYMHI
cepii"; 3MiHn y meTofax BunpobysaHHs ans APl Etunosui edip
anba 6pomisoBanepiaHoBOi kKMCNOTK T. "MikpobionoriyHa yucrtora"
- BBEJEHO NEePiOANYHICTb KOHTPOIIO - "KOHTPOSb NPOBOAUTM
BMGIpPKOBO: NepLUy Ta KOXHY AECATY HAaCTynHi cepii”; 3amiHm | Tuny -
3MmiHa y MeTogax BunpobyeaHHa APl abo BuxigHOro
marepiany/npomiKHOrO NMPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA
y npouieci BUpobHuUTBa AD| (He3HaYHI 3MiHW Y 3aTBEPAXKEHNX
MeTofax BUNpobyBaHHst); 3MiHM | Tuny - 3MiHa y meTofax
BunpobyBaHHst APl abo BuxigHoro martepiany/npomikHOro
npoayKTy/peareHTy, LU0 BUKOPUCTOBYETLCS Y NpoLieci BUpobHMLTBa
ADI - 3miHn y MeTogax BunpobyBaHHs anst AD| po3ynHy MeHTony B
MeHTUoBoMy edipi KUCINOTW i3oBanepiaHoBOi (Banigorn)
1."CynposigHi gomiwwkun", "KinbkicHe BU3Ha4YeHHS" ans
3aTBEpAXEHUX (ipM-BUPOBHUKIB, ¥ 3B 3Ky 3 onTUMI3aLlieto
MEeTOAWKM; 3MiHM | TUMY - 3MiHW B Npoueci BUpobHuutea APl - 3miHn
B npotieci BUpobHuuTBa AD| MeHTONy B MeHTUNoBoMmy edipi
KMCNoTU i3oBarnepiaHoBOI (Banigon) - BBeAEHO NOBTOPHY 06pobky
cybcTaHUii MeToaoM BakyyMHOI NEPeroHku, 4oAaHo B
cneumdikauito Ha A®I Banigon piguHa n."cynpoBsigHi AoMmilikn" 3
Kputepiem "He GinbLue 1,0%" BignosigHo Ao Bumor MKA Ha
cybcTaHuito; 3mMiHu y npoueci BupobHuutea APl ETunosoro edipy
anbca 6pomisoBanepiaHOBOi KMCMOTK, y 3B 513Ky 3 ONTUMI3aLi€to
napameTpiB TEXHOMOrYHOro npouecy (36inbLUeHO KiNbKiCTb NePLUNX
dpakLin Ta 3MiHeHO 0OpO6GKyY BYFiNMAM Micns 3MiLlyBaHHS 3
NOTOYHO CeEpIELD) Ha BUPOBHUYMIA Nnowwaaui; 3aMiHu | Tuny - 3miHa
y MeToAax BUNpobyBaHHSA roTOBOrO MikapCbKoro 3acoby - 3aMiHu y
mMeTofax BUNPoOyBaHHsSi rOTOBOrO nikapcbkoro 3acoby T."KinbkicHe
BMU3HaYeHHsi. ETunoBui egip anbda 6pomisoBanepiaHoBOi KMCNOTH
Ta PO34MH MEHTOMY B MEHTUINOBOMY edqipi KUCNOTK i3oBanepiaHoBOI
(Banigon)" 4OMOBHEHO anbTePHATUBHUIA METOA 2, y 3B SA3KY 3
ONTMMIi3aLiel0 METOAUKM - 3MiHA PO3MIPY KOMOHKM, 3MiHa
napamMeTpiB NPUroTyBaHHA PO34MHY BHYTPILLHBOrO CTaHAapTY,
BMNPOOYBaHOro PO34MHY, PO34MHY MOPIBHAHHS Ta LWBUAKOCTI rasy-
Hocis (APY, 2.2.28); 3miHu | TUNY - 3miHa y MeToaax BUNpobyBaHHS
roToBOro nikapcbkoro 3acoby - 3MiHW y MeToaax BUNpobyBaHHS
roToBOro nikapcbkoro 3acoby T. "mikpobionoriyHa yncrtora” -
BW1YYEHO NOBHWI BMKNAA NPOBEAEHHSA METOANKN
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KpaiHa
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Ymoeu
eidnycky

Homep
peecmpauyitiHo
20
noceidyeHHs1

16.

BEJIAPA®

TabneTku, BKpUTI
NniBKOBOK
o6GonoHkoto, 2 mr/0,03
mr, no 21 Tabnetui y
6nictepi, no 1 abo 3
6nictepn y KapTOHHil
ynakoBLi

BAT "T'eneoH
Pixtep"

YropwumHa

BAT "T'eneoH
Pixtep"

YroplmHa

BHECEHHS 3MiH 4O peecTpalinHux maTepianis: 3miHu | Tuny - 3miHn
wono 6e3nekn/edpeKTMBHOCTI Ta chapmaKkoHarnsay - BHeCeHi 4o
iHCTPYKUii y po3ginu: "TpoTunokasaHHs", "B3aemopais 3 iHwWMu
nikapcbkumu 3acobamu Ta iHWwi Buav B3aemogin”, "OcobnmeocTi
3acTocyBaHHs". Po3gin iHcTpykuii "lMoka3aHHs": -3aTBepOXeHo:
"lopmoHanbHa koHTpauenuis. JlikyBaHHS MOMIPHUX 3BUYaNHKX
BYIpIiB Y XiHOK, AN SKMX MOKasaHa ropMoHaribHa KOHTpaLenuis

eTUHINecTpaaionom Ta xnopMaguHoHoM aueraTom”; -
3anponoHoBaHo: "MopMoHanbHa KoHTpauenuis. MNepeq
npusHayeHHAM npenapaty benapa® cnig ouiHUTY HasBHICTb Yy

XIHKW iHaMBiOyanbHUX cbakTopiB pM3nKy, 0cOBNMNBO SKi CTOCYHOTHCS

pY3nKy BEHO3HOI TpoMmboembonii (BTE), a Takox NOPIBHATU pU3UK

BTE npw npuitomi npenapaty 3 pu3amMKkom npv NpURoMi iHLLInMX

KOMBiHOBaHMX ropMoHanbHux koHTpauentusis (KI'K) (aus. po3ainu

«MpoTunokasaHHs» Ta «OcobnmBOCTi 3acToCcyBaHHsA»)". BBeaeHHs
3MiH npoTarom 3-xmicauiB nicns 3aTBepaXKeHHS; 3MiHu | Tuny -

3MiHn Wwopno H6esnekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y

TepaneBTUYHMX NOoKa3aHHAX (BUMyYEHHS TepaneBTUYHOro
nokasaHHs)- LLIoA0 BUITYyYEHHSI TepPaneBTUYHOTO NOKa3aHHS

"NiKyBaHHA MOMIPHMX 3BUYaNHKX BYTPIB Y XIHOK, AN SKUX NoKasaHa

ropMoHarnbHa KoHTpaLenuisi eTuHinecTpagionom Ta
XMOPMaAMHOHOM aueTaTom” BHECEHi A0 iIHCTPYKLii y po3ainu:
"MokasaHHs", "dapmakonoriyHi BnactueocTi”, "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3acTtocyBaHHsi Ta [o3n". BBegeHHs 3MiH
npoTsirom 3-X MicauiB nicrs 3aTBepaxeHHs1; 3miHn |l Tuny - 3miHn
wono 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy. 3MiHn y

KOPOTKi XapakTepuCTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS
Ta iHCTPYKUii AnA MeAMYHOro 3acTOCyBaHHS y 3B’A3KY i3 HOBUMM

AaHVMU 3 AKOCTi, AOKMIHIYHUMM, KNIHIYHUMW JaHUMKN Ta JaHUMU 3

dapMakoHarnsagy - BHeCeHi 4o iHCTpyKUil y po3ginu: "lMokasaHHsA"
(moAaHHs iHdopMalLii Woao yMOBM 3aCTOCYBaHHS NiKapCbKOro

3acoby - nepes nNpu3HayeHHaM npenapaty benapa® cnig ouiHUTK
HasIBHICTb Y XiHKV iHAMBIAyanbHUX daKTopiB pU3mKky),
"®apmakonoriyni BnactusocTi”, "lNMpoTunokasanHs", "Baaemogis 3
iHLWIMMK NikapcbknMK 3acobamu Ta iHWi BUAW B3aemogiin",
"OcobnuBocTi 3acTocyBaHHs" (y T. Y. "3acTocyBaHHs y nepiog
BariTHocTi abo rogysaHHs rpyaato”), "Mobivni peakuii”. BeegeHHs
3MiH NpoTsirom 3-x MicsaUiB nicns 3aTBEPAKEHHS

3a
peuyerimom

UA/2059/01/01

17.

BEJIOOEPM

cnpewn 0,05 %, no 20
mn abo 50 mny
cbnakoHi, no 1
dnakoHy y KapTOHHIN
nayui

Benyno, niku
Ta KOCMEeTUKa,
a.a.

XopsarTis

Benyno, niku Ta
KOCMeTuKa, A.4.

Xopsaris

BHECEHHS 3MiH JO peecTpaLiiH1X MaTepianis: 3MiHu | Tuny - 3miHn
y npoueci BUpoBGHMLTBA roTOBOrO fikapCbKoro 3acofy, BKMYaym
MPOMIDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULITBI
roTOBOrO fikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOBHULITBA) - BBEAEHHS HOBOI BUPOOHMYOI NiHii ANs paHiwe
3aTBepaXeHux poamipis cepint 200 kr i 500 kr

3a
peuyenmom

UA/9695/03/01

18.

BPOHXOMYL
WH

cupon 2 % no 120 mn
Cuporny B CKIISSTHOMY
cbnakoHi; no 1
¢nakoHy B KApTOHHIN
Kopobui

nn
"IMEQEKC”

YkpaiHa

TOB "Apnimen”

Pecny6bnika
BipmeHis

BHECEHHS! 3MiH 40 peecTpaLiiHuX maTtepianiB: 3miHu | TUny - 3miHa
po3Mipy cepii (BkrtoYatoum gianasoH po3mipy cepii) roToBoro
nikapcbKkoro 3acoby - 36inbLUeHHst po3Mipy cepii roToBoro
nikapcbkoro 3acoby. MNMponoHoBaHa pegakuis: 1000 n (8333
YMaKoBOK)

be3s
peuenma

UA/14603/01/01

19.

BPOHXOMYL|

cvpon 5 % no 120 mn

nn

YkpaiHa

TOB "Apniveg"

Pecny6bnika

BHECEHHS 3MiH 40 peecTpauinHnX maTepianis: 3MiHW | Tuny - 3miHa

6e3

UA/14603/01/02
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WH

cupony B CKIISSTHOMY
dnakoHi; no 1
dnakoHy B KApTOHHIN
Kopobui

"IMEQEKC”

BipmeHis

po3Mipy cepii (BkrtoYatoum giana3oH po3mipy cepii) roToBoro
nikapcbKkoro 3acoby - 36inbLUeHHsI po3Mipy cepii roToBoro
nikapcbkoro 3acoby. [NponoHoBaHa pepakuis: 1000 n (8333
YMaKOBOK)

peuenma

20.

BYMNPEH® IC

Tabnetkn
cybniHreanbHi no
0,0002 r no 10
TabneTtok y bnictepi;
no 1 6nictepy B nauui
3 KapTOHY

ToBapucTso 3
[04aTKOBOK
BignoBsiganbHi
cTHO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOKO
BiANOBigANbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHuX maTtepianis: 3MiHU | TUNY - 3MiHa
BUNpobyBaHb Mif Yac BUPOBHMLITBA rOTOBOIO MikapcbKoro 3acoby —
BUMYYEHHS N. "3anuLwkoBa BONOricTb" i3 cneumdikauii Ta metoais
KOHTPOIIO MPOMDPKHOIO NPOAYKTY "rpaHynaT HeonyapeHnn"; aminu |
TMNYy - 3MiHW BUNpoGyBaHb abo JONYCTUMUX MEX, BCTAHOBMEHMX Y
cneuudikauisx, nig Yyac BUpobHULITBA FOTOBOrO NiKapCbKoro 3acoby
(iHwWi 3miHKW) - 3mMiHK y cneuudikauii Ta MeTogax BUNpPoOyBaHHSA Ha
npoMixHi npoaykTn "TabneTku B npoLeci BUpobHMuUTBa",
"HeposdacoBaHi TabneTkn" 3MiHa HOpMyBaHHs T. "cepegHs maca”;
3MiHM Y MeToAax BUNpobyBaHHsA Ha NpPOMiXHI npoaykTu "MpaHynaT
HeonyapeHuin", "Hepoadacoari Tabnetkun" 3a 1. "KinbkicHe
BM3HAYEHHS" - YTOYHEHHSI (POPMYNIOBaHHSA NPUAATHOCTI
xpomaTtorpadiyHoi cuctemu; T. "OgHOPIgHICTL BMICTY Aitoyoi
pevoBUHU" - NepeBedeHHs pe3ynbTaTy BUSHAYEHHS B
po3paxyHKOBi hopMyri Y BiACOTKW, YTOYHEHHS (DOPMYIOBaHHS
npuaaTHoCTI XpoMaTorpadiyHOi cUcTeMU, pefakuinHe YTOYHEHHS 3
BUMpaBIIEHHSIM Macy 3BONOXyBaya Ta onyaproBarnbHUX
KOMMOHEHTIB. MpuBeaeHHs cneumdikauii Ta MeTOAIB KOHTPOSO
SAKOCTi NPOMIXKHUX MPOAYKTIB Y BiAMNOBIAHICTb A0 3aTBEPAXEHNX
MeTofiB BUNpobyBaHb rOTOBOrO NikapcbKoro 3acoby; 3miHu | Tuny -
KOHTPOIb AOMNOMiXKHUX PEYOBWH - NPUBEAEHHS crneundikadii,
MeTogiB BUNpobyBaHHSA AOMOMIXXHUX PEYOBMH Y BiANOBIAHICTb 40
Bumor €P/ODY; 3MiHuM | TUMNY - KOHTPOSb FOTOBOTO fiKAPCLKOro
3acoby - 3MiHM y cneuudikadii, MeTogax BUNpobyBaHHSA 3a T.
"Po34nHeHHSs", y 3B 3Ky 3 MPUBEOEHHSAM KPUTEPIiB MPUAHATHOCTI
0o sumor A®Y; 3miHu | TMny - nogaHHA OHOBREHoro cepTudikara
BiANOBIQHOCTI Bifg 3aTBEpAXeHOro BupobHuka A®I 3 BignosigHUMun
3MiHaMu y cneumdikadii, 3anponoHoaHo: R1-CEP 2002-168-Rev
06; 3MiHu | TUNY - 4ONOBHEHHS cneumdikauii Ta MeToAiB KOHTPOMIo
NepBUHHOIO NakyBarbHOro Matepiarny roToBOro nikapcbkoro 3acoby
nnieka nonisiHinxnopuagHa T. "laeHTudikauia" 3 BignosigHUM
mMeTozom BunpobysaHHsi (IK); 3miHu | TUny - 3miHK y MeTogax
BMNpobyBaHHA A®I T. "3annLLKOBI KiNbKOCTi OpraHivyHmX
PO34YMHHUKIB", ¥ 3B A3KY 3 ONTMMIi3aLUi€l0 METOONKM

3a
peuenmom

UA/10202/01/01

21.

BYMNPEH® IC

Tabnetkn
cybniHreanbHi No
0,008 rno 10
Tabnetok y 6nictepi;
no 1 6nictepy B nayui
3 KapTOHY

ToBapucTso 3
[0OaTKOBOK
BiANOBiAanbHi
cTio
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[0OaTKOBOK
BiAMNOBIgaNbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS! 3MiH 40 peecTpaLiiHuX maTtepianiB: 3miHu | TUny - 3miHa
BMNpoOyBaHb Mif Yac BUPOOHMLTBA rOTOBOIO MiKapcbKoro 3acoby —
BUMYYEHHS N. "3anuwkoBa BONOricTb" i3 cneyundikauii Ta meToais
KOHTPOII0 MPOMDKHOIO MPOAYKTY "rpaHynsaT HeonyapeHuin"; 3minm |
TMMy - 3MiHW BUNpobyBaHb abo JONYyCTUMKX MEX, BCTAHOBMEHUX Y
cneuudikauisix, nig Yyac BUpobHULITBA FOTOBOrO NiKapcbKoro 3acoby
(iHWi 3miHW) - 3miHK y cneumdikauii Ta meTogax BunNpobyBaHHS Ha
NPOMiXHI NpoaykTn "TabneTkn B npoueci BUpobHMUTBa",
"HepoadacoBaHi TabneTk1" 3miHa HOpMyBaHHS T. "cepedHs maca";
3MiHM y MeToAax BUNpPoOyBaHHA Ha NPOMiKHI NpoaykTu "lMpaHynsaT
HeonyapeHun", "Hepoadacosari Tabnetkn" 3a 1. "KinbkicHe
BW3HAYEHHA" - YTOYHEHHA DOPMYNIOBAHHA NPUAATHOCTI

3a
peuyenmom

UA/10202/01/02
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xpomaTtorpadiyHoi cuctemu; T. "OgHOPIAHICTL BMICTY Aitoyoi
peyoBUHU" - NepeBefeHHs pe3ynbTaTy BU3HAYEHHS B
pO3paxyHKOBIN popMyni Y BiACOTKW, YTOYHEHHSI (hOPMYIIOBaHHS
npuaaTHOCTi xpoMaTtorpadivyHoi cuctemu, peaakuiiHe YTOYHEHHS
onyAproBanbHUX KOMNOHEHTIB. MpuBeaeHHs cneumdikadii Ta
MeTOAIB KOHTPOIO SIKOCTi MPOMDKHWX MPOAYKTIB Y BigNoBIgHICTb A0
3aTBEPKEHNX MeTogAIB BUNPOOyBaHb rOTOBOrO NiKapCbKOro
3acoby; 3MiHW | TNy - KOHTPONb AOMOMIXKHUX PEHOBUH -
npuBeaeHHs cneundikaii, MeToais BUNPobyBaHHS AOMOMIXXKHUX
peyoBUH Y BiANOBIAHICTb A0 BUMoOr EP/ODY; 3mim | Tuny -
KOHTPOIb roTOBOrO fikapcbKoro 3acoby - 3miHu y cneumdikadii,
MeToAax BUNpobyBaHHs 3a T. "PO34YnHeHHs", y 3B A3Ky 3
NpUBEAEHHAM KpUTEPIiB NPUAHATHOCTI Ao Bumor ®Y; 3amiun | Tuny
- NoAaHHSA OHOBMNEHOro cepTudikaTta BiANOBIAHOCTI Big
3aTBepAXeHoro BupobHuka A®I 3 BignoBigHNMMM 3MiHaMK y
cneuundikauii, 3anponoHoBaHo: R1-CEP 2002-168-Rev 06; 3miHu |
TUMY - AONOBHEHHS cneundikauii Ta MeToaiB KOHTPOIO NEPBUHHOTO
nakyBarnbHOro Matepiany roToBoro fikapcbkoro 3acoby nniska
nonieiHinxnopugHa 7. "lgeHTndikauis” 3 BignoBigHMM MeToaoM
BunpobyBaHHs (IK); 3miHM | TNy - 3aMiHn y MeTogax BMNpobyBaHHSA
ADI T. "3aNMLWKOBI KiNbKOCTI OPraHiYHUX PO34YMHHUKIB", y 3B A3KY 3
ONTMMIi3aLie METOAVKM

22,

BYMNPEH® IC

Tabnetkn
cybniHreanbHi no
0,002 rmo 10
TabneTok y 6nictepi;
no 1 6nictepy B nauui
3 KapTOHY

ToBapucTso 3
[04aTKOBOK
BignoBsiganbHi
cTHO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOKO
BiANOBigANbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHuX maTtepianis: 3MiHU | TUNY - 3MiHa
BUNpobyBaHb Mif Yac BUPOBHMLITBA rOTOBOIO MikapcbKoro 3acoby —
BUMYYEHHS N. "3anuLwkoBa BONOricTb" i3 cneumdikauii Ta metoais
KOHTPOIIO MPOMDPKHOIO NPOAYKTY "rpaHynaT HeonyapeHnn"; aminu |
™Ry - 3MiHW BUNpPoByBaHb abo AONYCTUMUX MEX, BCTAHOBNEHWX Y
cneuudikauisx, nig Yyac BUpobHULITBA FOTOBOrO NiKapCbKoro 3acoby
(iHwWi 3miHKW) - 3mMiHK y cneuudikauii Ta MeTogax BUNpPoOyBaHHSA Ha
npomixHi NnpoaykTn "TabneTku B npoLeci BUpobHuutea", "
HeposdacosaHi TabneTtkn" 3miHa HOpMyBaHHS T. "cepeaHsa maca";
3MiHM Y MeToAax BUNpobyBaHHA Ha NPOMiXHI NpoaykTu "MpaHynaT
HeonyapeHuin", "HepoadacoBaHi Tabnetkun" 3a 1. "KinbkicHe
BM3HAYEHHS" - YTOYHEHHSI (POPMYNIOBaHHSA NPUAATHOCTI
xpomaTorpadiyHoi cuctemu; T. "OgHOPIgHICTL BMICTY Aitoyoi
peyoBUHW"- NepeBedeHHs pe3ynbTaTy BUSHAYEHHS B
po3paxyHKOBiV hopMyri Y BiACOTKM, YTOYHEHHS (DOPMYIOBaHHS
npuaaTHoOCTi XpoMaTorpadiyHoi cucTemMu, peaakuinHe YyTOYHEHHs
onyaproBarnbHMX KOMNOHEHTIB. NpuBeaeHHs cneumdikauii Ta
MeTOo/iB KOHTPOIO SKOCTi MPOMIXKHUX NPOAYKTIB Y BiANOBIAHICT A0
3aTBEpAXXEHNX MeToAiB BUNPoOyBaHb rOTOBOTrO MiKapCbKoro
3acoby; 3MiHu | TUNY - KOHTPOMb AOMOMIXHUX PEYOBUH -
npuBeneHHs cneundikadii, MeToaiB BUNpobyBaHHSA JOMOMKHMX
PEeYOoBUH Y BiANOBiAHICTb Ao BuMor EP/ODY; 3MmiHun | Tuny -
KOHTPOIb rOTOBOrO fikapcbkoro 3acoby - 3miHu y cneumdikadii,
mMeTofax BUNpobyBaHHS 3a T. "Po3unHeHHs", y 3B A3Ky 3
NpUBEAEHHSAM KpUTEPIiB NPUAHATHOCTI Ao Bumor A®Y; 3MiHm | Tuny
- MOJAaHHSA OHOBMNEHOro cepTudikaTa BignoBigHOCTI Big
3aTBepAxeHoro BupobHuka A®| 3 BignoBigHNMMM 3MiHaMK y
crneungikauii, 3anponoHoBaHo: R1-CEP 2002-168-Rev 06; 3MiHu |

3a
peuenmom

UA/10202/01/03
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Homep
peecmpauyitiHo
20

23.

TUMY - AOMOBHEHHS cneundikalii Ta MeToAiB KOHTPOSO NEPBUHHOTO
nakyBanbHOro matepiany rotToBoro fikapcbkoro 3acoby nniska
nonisiHinxnopugHa T. "lgeHTndikauis" 3 BignoBigHMM MeTO4OM

BunpobyBaHHs (IK); 3miHM | TNy - 3amMiHn y MmeToaax BunpobyBaHHSA

A®I T. 3annLLKOBI KiNbKOCTi OpraHiYHMX PO34YMHHUKIB", y 3B 3Ky 3
ONTUMI3aLie MEeTOOMKMN

noceidyeHHs1

24,

BYMNPEH® IC

BA3AMPOCT

Tabnetkn
cybniHreanbHi no
0,0004 no 10
TabneTok y 6nictepi;
no 1 6nictepy B nayui
3 KapTOHY

ToBapucTBo 3
[04aTKOBOK
BianoBiaanbHi
cTHO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[04aTKOBOK
BiAMNoBiganbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | Tuny - 3miHa
BMNpobyBaHb Nif Yac BUpOOHMLTBA rOTOBOrO MikapcbKoro 3acoby —
BUMYYEHHS N. "3anuwkoBa BONoricTb" i3 cneumdikauii Ta metoais
KOHTPOIHO MPOMDKHOTO NMPOAYKTY "rpaHynsaT HeonyapeHuin"; 3minm |
TMMYy - 3MiHW BUNpobyBaHb abo JONYCTUMMUX MEX, BCTAHOBMEHUX Y
cneuudikauisix, nig Yac BUPOBHULITBA FOTOBOrO NiKapCbKoro 3acoby
(iHLWi 3MiHKW) - 3MiHK y cneuudikauii Ta MeToaax BUNPoOyBaHHA Ha

npomixHi NnpoaykTn "TabneTku B npoueci BUpobHuurea", "
Hepo3adacoBaHi TabneTtkn" 3miHa HOpMyBaHHS T. "cepeaHsi maca";
3MiHM y MeTogax BUnpobyBaHHA Ha NMPOMiKHI npoaykTy "MpaHynat
HeonyapeHun", "HepoadacoaHi Tabnetkun" 3a 1. "KinbkicHe
BU3HAYEHHS" - YTOYHEHHS (hOpMynioBaHHA NPUAATHOCTI
xpomaTtorpadiyHoi cuctemu; T. "OgHOPIAHICTL BMICTY Aitoyoi
peyoBUHU" - NepeBEAEHHS pe3ynbTaTy BU3HAYEHHS B
pO3paxyHKOBIN POpMyni Y BiCOTKW, YTOYHEHHSI (hOPMYIIOBaHHS
npuaaTHOCTi XxpoMaTtorpadivyHOi cucTemu, peaakuiiHe YTOYHEHHS
onyaproBarnbHMX KOMMNOHEHTIB. NpuBeaeHHs cneumndikauii Ta
MEeTOAIB KOHTPOIO SIKOCTi MPOMDKHUX MPOAYKTIB Y BigNoOBIgHICTb A0
3aTBEPKEHNX MeTOAIB BUNPOOyBaHb rOTOBOrO NiKapCbKOro
3acoby; 3MiHM | TUMYy - KOHTPONb JOMOMIXKHUX PEYOBUH -
npuBeaeHHs creundikaii, MeToaiB BUNPOOYBaHHS JOMOMIXXHUX
pPeYoBUH Y BiANOBIAHICTE A0 BUMoOr EP/ODY; 3mim | Tuny -
KOHTPOIb rOTOBOrO fikapcbKoro 3acoby - 3miHu y cneumdikadii,
MeTofax BUNpoOyBaHHs 3a T. "PO34nHeHHs", y 3B 3Ky 3
NpUBEAEHHAM KpUTEPIiB NPUAHATHOCTI Ao Bumor ®Y; 3minm | Tuny
- NoAaHHA OHOBMNEHOro cepTudikaTta BigNOBIAHOCTI Big
3aTBepAXeHoro BupobHuka A®I 3 BignoBiaHNMMM 3MiHaMU y
cneundikauii, 3anponoHoBaHo: R1-CEP 2002-168-Rev 06; 3miHu |
TUNY - JOMOBHEHHS cneumadikaLii Ta MeTOAIB KOHTPOSO NEPBUHHOIO
nakyBarnbHOro Matepiany roToBoro rikapcbkoro 3acoby nniska
nonieiHinxnopugHa 7. "laeHTndikauis" 3 BignoBigHMM MeToooM
BunpobyBaHHs (IK); 3miHM | TNy - 3MiHn y MeTogax BMNpobyBaHHS
ADI T. "3aNMLWKOBI KiNbKOCTI OPraHiYHUX PO34YMHHUKIB", y 3B A3KY 3
ONTUMI3aLLE METOOMKN

3a
peuermom

UA/10202/01/04

AH®

MOPOLLOK Ans
pPO34MHy Ans iHdys3in
no 60 mkr; no 10
amnyn 3 NopoLUKOM y
KapTOHHIN kopobui

HOCB dapma
r6X

HimevunHa

KOHTPOIb SIKOCTi
Hepo3dacoBaHoi
npoaykuii,
BigNoBiganbHUN 3a
BMNYCK Cepil;
BTOPUHHE
nakyBaHHs: Evicika
dapmacbioTukana
'm6X, HimeuunHa;
BUPOBHULTBO

Himeyumnna

BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3MiHu | Tuny - 3miHn
wopao 6esnekun/edpekTMBHOCTI Ta papmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3aranbHEeHUX AaHUX Npo cucTemy bapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX NP0 cucTeMy hapmakoHarnsgy,
3MiHa yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
chapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsay 3asiBHUKa
AN 30iNcHeHHs dhapmakoHarnsaay B YKpaiHi, SKWwo BoHa BiAMIHHA
BiJ, YNOBHOBaXXeHOI 0cobu, BiANOBiAaNbHOI 3a 3A4iINCHEHHS
cbapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y

po3MileHHi MacTep-darina cucteMmu papmakoHarnsgy) - 3miHa

3a
peuenmom

UA/4517/01/02




10 [IpogoBxkeHHs no1aTka 3
Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
Hepo3dacoBaHoi KOHTaKTHOI 0cobu 3asBHMKA, BiANOBIAANbHOI 3a 34iNCHEHHS
NpoAyKuii, dapmakoHarnsgy: NponoHoBaHa peaakuis: Ypertini Ceprin
nepBuHHE IBaHOBUY. 3MiHa KOHTaAKTHUX AaHUX KOHTAKTHOI 0cobu
nakyBaHHSl,
BidyanbHuUmn
KOHTpPOrb,
KOHTpOIb
CTepunbHOCTI/GakT
epianbHNX eHO0TOK
CVHIB
Hepo3gacoBaHoi
npogykuii: 10T
Bionorika TM6X,
HimeyuunHa
25. | BAngon- TabneTtku no 60 Mr no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0O peecTpaLiiH1X MaTepianis: BUNpaBrieHHs be3 UA/2993/01/01
OAPHUUA 6 abo no 10 Tabnetok | "dapmaueBTn "®apmaLeBTnyHa TEXHIYHUX MOMUIIOK Y METOAMKAX KOHTPOMO SKOCTi po3ain peuernma
Y KOHTYPHIV YHa dipma cipma "OapHuus" «MikpobionoriyHa ynctoTa»
YapyHKOBIN yNakoBLyi; "OapHuusa”
no 1 KOHTYpHIW
YapyHKOBIN ynakoBLi
y nayui; no 6 a6o no
10 Tabnetok y
KOHTYPHMUX
YapyHKOBMX
ynakoBKax
26. | BAPO®APUH Tabnetkn no 5 mr, no OpioH DiHnaHgis OpioH diHnsaHpia BHECEHHS 3MiH IO peecTpaLinHux maTepianis: 3miHu Il Tuny - 3miHn 3a UA/5190/01/02
OPIOH 30 a6bo no 100 KopnopenuH Kopnope#LuH, wogo 6esnekun/edekTMBHOCTI Ta hapmakoHarnsay. BHeceHHs abo | peuenmom
TabreTok y hnakoHi; PiHNsHais 3MmiHa(1) Ao 3000B'A3aHb Ta YMOB BUAayi peecTpauiiHoro
no 1 dpnakoHy B NnocBiAYeHHs, BKMNoYatouun MnaH ynpasniHHS pusmkaMmun
KapTOHHIN kopobui AnbTepHaTMBHUN (3acTocyBaHHs 3MiH(K), Ski(a) BUMaratoTb(€) NoAanbLLIOro
BMPOGHMK, LLO 06r'pyHTYBaHHA HOBUMM JOAATKOBMM AaHVMMMU, LLIO MaloTb
3[jifcHIoE HafaBaTUCst KOMMNETEHTHUM OPraHoM, OCKiNbKN BUMaraeTbCsi
nepBuHHE Ta CyTTEBA OLiHKa KOMNETEHTHNM OpraHoMm). BukoHaHHs 3060B'A3aHb
BTOPUHHE BignosigHo Ao nmignyHkTy 1.13 nyHKTY 1, MignyHKTy 2.3 NyHKTY 2
nakyBaHHs: popatky 15 go Mopsaky npoBedeHHs ekcnepTuan peecTpaLinHnx
OpioH mMaTepianis Ha nikapcbki 3acobu, Lo NoAanTbCa Ha AePXKaBHY
KopnopeWnLuH, peecTpauito (nepepeecTpallito), a TakoX eKcnepTu3n maTepianis
OiHNnaHAaia NpO BHECEHHS 3MiH 10 peeCTpaLiiHuX MaTepianis NpoTarom Aii
peecTpauinHoro noceigveHHs, 3aTBepaxeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne 460).
27. | BAP®APUH TabneTtky no 3 mMr no OpioH DiHnaHgis OpioH diHnsaHpia BHECEHHS 3MiH 10 peecTpaLinHux maTepianis: 3mMiHu Il Tuny - 3miHn 3a UA/5190/01/01
OPIOH 30 abo no 100 KopnopeuH KopnopeniuH, Lwoao 6esnekn/edeKkTnBHOCTI Ta hapmakoHarnsgy. BHecenHs abo | peuenmom
TabneTok y chnakoHi; PiHNsHais 3MiHa(n) Ao 30608B'A3aHb Ta YMOB BuAadi peectpauiniHoro
no 1 dpnakoHy B NoCBIAYEHHS, BKMNoYatoum MnaH ynpasniHHS pusmkaMmmn
KapTOHHIN kopobui AnbTepHaTMBHUN (3acTocyBaHHs 3MiH(K), Ski(a) BUMaratoTb(€) NoaanbLLIOro
BMPOGHMK, LLO 06r'pyHTYBaHHA HOBUMMW JOAATKOBMM AaHVMMMU, LLIO MaloTb
3[jiNcHIoE HagaBaTUCst KOMMETEHTHUM OPraHOM, OCKiNbKU BUMaraeTbCsi
nepBuHHe Ta CyTTEBA OLjiHKa KOMMETEHTHUM opraHoM). BukoHaHHs 30608B'a3aHb
BTOPUHHE BignosigHo Ao nmignyHkTy 1.13 nyHKTY 1, MignyHKTy 2.3 NyHKTY 2

NaKyBaHHA:

pogatky 15 go lNMopsagky NpoBeAeHHs EKCNepTU3M peecTpaLiiHnX
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
OpioH Marepianis Ha nikapcbki 3acobu, Lo NoAaTLCA Ha AepXaBHY
KopnopenwwuH, peecTpaLiito (NepepeecTpaliio), a TaKoX eKCnepTn3n matepianis
DiHnaHais Npo BHECEHHS 3MiH OO peecTpaLiiHUX maTtepianis NpoTarom aii
peecTpauinHoOro nNoceigYeHHs, 3aTBepaxeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
28. | BEHIIAKCOP | tabnetku no 37,5 mr AT "T'piHagexc" IlaTBis AT "T'piHagexc" INatBis BHECEHHS! 3MiH 40 peecTpaLiiHuX maTtepianis: 3miHu | TUny - 3miHa 3a UA/4406/01/01
® no 10 TabneTok y y napameTpax crneuudikauin Ta/abo JonycTMMNX MeX, BUSHAYEHVX | peyenmom
6nictepi, no 3 y cneuudikauisx Ha ADI, abo BUXiAHNIA/MPOMIXHMIA
Gnictepu B nayui 3 NpoayKT/peareHT, WO BUKOPUCTOBYIOTHLCS Y NpoLeci BUpobHuUTBa
KapTOHY Al - BBeOeHHS NokasHUKa «3anmLUKoBa KifbKiCTb OpraHiyHux
PO3YMHHUKIBY Y 3B'A3KY i3 BBEAEHHAM 404aTKOBOro BUpobHuka AdI,
i3 BiANoBiAHMM METOAOM BUMPOBYBaHHS ANst KOHTPOIto sikocTi ADI
LLIOA0 3arMLLKOBUX KifTbKOCTEN OpraHiyHMX PO3YNHHUKIB; 3MiHU |l
TMMy - 3MiHa BUpOOHMKa BUXigHOro/MpoMiXKHOro NpoayKTy/peareHTy,
LLI0O BUKOPUCTOBYHOTLCS Yy BUpOGHUYOMY npoueci A®I, abo 3MiHa
BMpPOOHUKa (BKITHOYaOuu, e HeobXigHO, Micue NpoBeAeHHS
KOHTponto sikocTi) API - nogaBaHHs HoBoOro BUpobHuka AdI 3
HagaHHsaM MacTep-davina A®I BennadakcunH
29. | BEHNNAKCOP | Ttabnetku no 75 mr no AT "I'piHaexc" JlaTBis AT "I'piHaexc" JatBis BHECEHHS 3MiH O peecTpaLiiHuX maTtepianiB: 3miHu | Tuny - 3miHa 3a UA/4406/01/02
® 10 TabneTtok y y napameTpax cneundikauii Ta/abo 4oNyCTUMUX MEX, BUSHAYEHUX peuyenmom
6nictepi, no 3 y cneuudpikauisix Ha A®l, abo BMXigHUA/NPOMIXHWIA
6nictepu B nayui 3 NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHuuTBa
KapTOHY Al - BBEAEHHS NokasHUKa «3anmLLKOBa KifbKiCTb OpraHiyHux
PO34YMHHUMKIBY» Y 3B'A3KY i3 BBEAEHHAM 40AaTKOBOro BUpobHuka AdI,
i3 BiANOBIAHMM METOAOM BUMPODYBaHHS AN KOHTposto AkocTi ADI
OO0 3anULLKOBUX KINbKOCTEN OpraHiYHMX PO34YMHHUKIB; 3MiHu I
TMNy - 3MiHa BUpOOHMKa BUXiZHOTO/NPOMIXXHOrO NPOAyKTy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUpOoBHMYOMY npoueci A®I, abo 3miHa
BMPOOHUKa (BKMoYa4m, e HeobxigHo, Miclie NpoBeaeHHS
KoHTponto sikocTi) ADI - fogaBaHHA HOBOro BUpoGHuKa APl 3
HagaHHsaM MacTep-cavina A®| BennadgakcunH
30. | BEPOPAB / NOpPOLLOK Ans CaHodi DdpaHuis MOBHMI LMKN DdpaHuis/ BHECEHHS 3MiH 10 peecTpaLiiHMx maTtepianis: 3MiHu | Tuny - 3miHa 3a UA/13038/01/01
VERORAB cycneHsii Ans iH'ekuin Mactep C.A. BMPOGHMLTBA, YropwuHa y napameTpax crneuudikauin Ta/abo 4onycTUMUX MEX, BUSHAYEHUX | peuernmom
BAKLIMHA no 1 gosi y pnakoHax KOHTPOIb SKOCTI y cneuudikauisx Ha ADI, abo BUXiAHNIA/MPOMIXKXHMIA
AHTUPABIY Ne 1 y komnnekTi 3 PO3YMHHUKA B NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHuLTBa
HA pO34nHHKKOM o 0,5 amnynax: FAYNT A®I - BUNy4YeHHs BUNpoOyBaHHSA Ha PO3YMHHICTb 3i cneuudikauii
IHAKTUBOB My nonepeaHb0 DOAPMA NIBPOH, BUXigHoOro matepiany B propiolactone. TepmiH BBeAeHHs1 3MiH - 01
AHA CYXA 3anoBHEHMX LWnpuuax ®dpaHuis; noBHUNA

Ne 1; no 1 gosi y
dnakoHax Ne 5y
KOMMNAEKTi 3
po34nHHMKOM no 0,5
mn B amnynax Ne 5

LMK BUPOOHULTBA,
KOHTPOIb SKOCTi
PO34MHHMKA B
wnpuuax: CAHO®I
BIHTPOIN
IHOACTPIA,
DdpaHLUis; NOBHUI
LMK BUPOOHULTBA,
KOHTPOSb SIKOCTI,

XOBTHSA 2019 p; BUNy4eHHs1 BUNPoOYyBaHHS 3 BU3HAYEHHS BMIiCTY
BaXKNx MeTaniB 3i cneuudikadii BuxigHoro matepiany Hepes
medium; BUNy4YeHHs BUNPOOYBaHHS 3 BU3HAYEHHS BMiCTY BaXKKNX
MeTanis 3i cneyndikauii BuxigHoro matepiany Iscove medium
(without hepes). PepakuiiHi npaBkn 40 ONWCy 30BHILLHLOrO BUMMSAAY
BUXiOHOTO MaTepiany; BUNMyYeHHsi BUNPOOYBaHHs 3 BUSHAYEHHS
BMICTY BaXXKmx meTaniB 3i cneumaikauii BuxigHoro matepiany MEM
Earle Salt. Pepgakuiini npaBku 4o onvcy 30BHILLHLOrO BUMMSAY
BUXiOHOTO MaTepiany; BUNMyYeHHsi BUNPOGYBaHHsI 3 BUSHAYEHHS
BMICTY Ba)KKMx MeTarnis 3i cneundikauii BuxigHoro matepiany

BTOPUHHE Sodium-Tri (Edetate); 3miHn | Tuny - a3miHa napameTpis
nakyBaHHS, BUMNYCK cneumdikaui Ta/abo JonycTUMUX MeX Anst LONOMIXKHOI PEYOBUHU -
cepii: CaHodi BUIYYEHHs1 BUNPOGYBaHHS 3 BU3HAYEHHS1 BMICTY BaXXKMX MeTaniB 3i
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
Mactep, ®paHuis; cneuudikauii gonomikHoi peyosnHu Basal Medium Eagle (BME);
BTOPVHHE BUITyYEeHHS BUNPOOYBAaHHSA 3 BU3HAYEHHS BMICTY BaXKMX MeTanis 3
nakyBaHHs: BHYTPILUHBOI cneundikauii AonoMixHoi pevoBuHN Maltose.
CaHodi-ABeHTic PepakuiiHi npaBku 4O ONMCY 30BHILLHBOrO BUMMSAAY AOMOMIKHOT
MpawmsiT Ko. JTA., peyvoBUHU
YropLimHa
31. | BEPOPAB / NOpPOLLOK AN CaHodi PpaHuis MOBHWUIA LWKN PpaHuis/ BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | Tuny - 3miHa 3a UA/13038/01/01
VERORAB cycneHsii Ans iH'exuin Mactep C.A. BUPOBHMLTBA, YropwmHa y MeTogax BUNpobyBaHHS roTOBOro NikapcbKoro 3acoby - 3amiHa peuenmom
BAKUUHA no 1 gosi y gonakoHax KOHTPOIb SIKOCTI, cepil BHYTPILUHbOrO CTaHAAPTHOrO 3pas3ka AN BU3HAYEHHS BMICTY
AHTUPABIY Ne 1 y komnnekTi 3 BTOPUHHE 3anuwkoBoro BCA y rotoBomy npoaykTi
HA po34nHHMKOM o 0,5 nakyBaHHs1, BUNYCK
IHAKTUBOB My nonepegHb0 cepii: CaHodi
AHA CYXA 3anoBHEHUX LWnpuuax MacTep, PpaHuis;
Ne 1; no 1 gosiy NOBHUI LMKN
dpnakoHax Ne 5y BMPOGHMLTBA,
KOMIMIEKTi 3 KOHTPOIb SKOCTi
po34mHHMKOM no 0,5 PO3YMHHUKa B
mn B amnynax Ne 5 amnynax: FAYMT
SAPMA NIBPOH,
DdpaHLis; NOBHUNA
LMK BUPOGHMLTBA,
KOHTPOIb SKOCTI
PO34MHHKKa B
wnpuuax: CAHO®I
BIHTPOIM
IHOACTPIA,
®dpaHLis; BTOPUHHE
nakyBaHHS:
CaHodpi-ABeHTiC
Mpawsit Ko. N14.,
YropwumHa
32. | BITAMIHC TabneTku XyBanbHi 3 AT YkpaiHa AT "KUIBCbKW YkpaiHa BHECEHHS 3MiH 1O peecTpaLinHMX maTepianis: 3MiHu | Tuny - 6e3 UA/5623/01/01
500 anenbCUHOBUM "KUIBCbKW BITAMIHHUN BUMYYEHHS BUPOBHMYOT AinbHULi (BKtoYaoum AinbHuui ana Adl, peuenma
cmakom no 0,5 r; no BITAMIHHWA 3ABOO" NPOMIXKHOro NpoAykTy abo rotoBoro fikapcbkoro 3acoby, AinbHULi
10 TabneTtok y 3ABO" ANs NpoBeeHHs NakyBaHHs, BUpobHUKa, BianoBigansHoro 3a
6nictepi; no 3 BMNYCK Cepin, MicLe NPOBEAEHHS1 KOHTPOIIO cepii) abo
Onictepu B nayui; no nocTayanbHviKa BUXIQHOrO maTepiany, peareHTy abo JONOMKHOT
30 TabneTok y PEYOBMHM (SIKLLIO 3a3HAYEHO Y AOCLE) - BUNYYEHHSt BUPOOHUKA
KOHTelHepi (baHouui); cybcTtaHuii Kncnota ackopbiHoBa (BiTamiH C); cynyTHs 3miHa: 3MiHa
no 1 KoHTelnHepy y napameTpax crneuudikauin Ta/abo 4onycTUMUX MEX, BUSHAYEHMX
(6aHouui) y nayui; no y cneuudikauisx Ha ADI, abo BUXiAHNIA/MPOMIXHMIA
10 Tabnetok y npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NMpoLeci BUPOOHULTBA
6nictepax; no 30 AQDI| - OHOBNEHHSA BXe 3aTBeppKeHOi cneuudikadii BXigHoro
TabneTok y KOHTPOIMIO rOTOBOTO fiKapCbKOoro 3acoby BHACNiA0K BUMYYEHHS
KOHTelHepax 0[HOrO 3 ABOX paHille 3aTBepAXeHVX BUPOBHMKIB
(6aHoykax)
33. | BITAMIHC TabneTky XyBanbHi 3 AT YkpaiHa AT "KUIBCbK YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHmMx maTepianis: 3MiHu | Tuny - 6e3 UA/5624/01/01
500 JIMMOHHMM CMaKoM no "KNIBCbKN BITAMIHHNM BUMYYEHHS BUPOBHMYOT AinbHULi (BKtoYaoum AinbHuui ana Adl, peuernma
0,5 r; no 10 TabneTok BITAMIHHUA 3ABOO" NPOMIXXHOrO NpoAyKTy abo roToBoro nikapcbkoro 3acoby, AinbHuUI
y 6nictepi; no 3 3ABO" Onsi NpoBeAeHHs1 NakyBaHHs, BUpobHMKa, BignoBiganbHoro 3a
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
6nictepu B nayui; no BWMYCK Cepiii, MicLie NMPOBEAEHHS KOHTPONIO cepii) abo
30 Tabnetok y nocTayanbHvKa BUXIQHOrO maTepiany, peareHTy abo JoNOoMKHOT
KOHTeWHepi (6aHouLi); PEYOBUHM (SIKLLO 3a3HAYEHO Y AOChE) - BUNYYEHHS] BUPOOHMKa
no 1 KOHTenHepy cybcTtaHuii Knucnora ackopbiHoBa (BiTamiH C); cynyTHsi 3miHa: 3MmiHa
(6aHouui) y nayui; no y napameTpax cneundikauii Ta/abo 4oNyCTUMUX MEX, BUSHAYEHUX
10 Tabnetok y y cneuudikauisix Ha A®I, abo BUXiAHNIA/MPOMIXHMIA
6nictepax; no 30 NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHuuTBa
TabneTok y ADI| - OHOBNEHHS BXe 3aTBeppKeHOi cneuundikauii BXigHoro
KOHTenHepax KOHTPOIMIO rOTOBOrO fikapCbKoro 3acoby BHACNiAoK BUMYYEHHS
(6aHou4kax) OAHOrO 3 ABOX paHille 3aTBepAXXeHX BUPOBHUKIB
34. | BITAMIHC TabneTky XyBanbHi 3 AT YkpaiHa AT "KUIBCbKW YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3MiHu | Tuny - be3 UA/1861/01/01
500 NepcUKOBMM CMakoM "KUIBCbKW BITAMIHHUN BUNYYEHHs1 BUPOOHUYOI AinbHULI (BKNtoYakoum AinbHULi ans Adl, peuenma
no 0,5r; mo 10 BITAMIHHWA 3ABOO" NPOMIKHOro NpoAykTy abo rotoBoro fikapcbkoro 3acoby, AinbHULi
TabneTok y 6nictepi; 3ABOO" ANs NpoBefeHHs NakyBaHHs, BUpobHUKa, BiAnoBigansHoro 3a
no 3 6nictepu B BUWMYCK Cepiii, MicLie NPOBEAEHHsI KOHTPOIto cepii) abo
nayui; no 30 nocravanbHUKa BUXigHOro martepiany, peareHTy abo JONOMiKHOT
TabneTok y PEYOBMHM (SIKLLIO 3a3HAYEHO Y AOCHE) - BUNYYEHHSI BUPOOHUKA
KOHTeWHepi (6aHouLi); cy6cTaHuii Kucnota ackopbiHoBa (BiTamiH C); cynyTHsi 3MiHa: 3MiHa
no 1 KoHTelnHepy y napameTtpax crneuudikauin Ta/abo 4onyCTUMUX MEX, BUSHAYEHNX
(6aHouui) y nayui; no y cneuudikauisx Ha ADI, abo BUXiAHNIA/MPOMIXHMIA
10 Tabnetok y NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHuUTBa
6nictepax; no 30 ADI| - OHOBNEHHSA BXe 3aTBeppKeHOi cneuudikadii BXigHoro
TabneTok y KOHTPOIMIO rOTOBOrO MiKapCbKoro 3acoby BHACNiA0OK BUMYYEHHS
KOHTelrHepax O[HOrO 3 BOX paHille 3aTBepaKEeHNX BUPOOHUKIB
(6aHoykax)
35. | TEHOTPOMIH | nopoliok Mdpanzep IHK. CWA MOBHMWI LMKN Benbrisi/ BHECEHHS 3MiH 40 peecTpaLinHmMx maTepianis: 3aMiHu | TUny - 3MiHK 3a UA/11798/01/01
® niodpinizoBaHui Ta BUPOBHMLTBA, HimeyumnHa 00 IHCTPYKUIT ANS MeanYHOro 3acToCyBaHHA 40 po3ainis peuenmom
PO3YUMHHUK ANs BUWMYCK Cepii: "®apmakonoriyHi BnactusocTi", "Baaemopis 3 iHWyMKU nikapcbkumm
PO34MHY AN iH'eKuin Mdpansep 3acobamu Ta iHWi Buam Baemogin", "OcobnueocTi 3actocyBaHHS"
no 16 MO (5,3 mr) 1 MeHtodekyypuHr BiAMOBIAHO OO MaTepianiB peecTpauiiHoro 4OChE.
nonepegHL0 Benbris HB, BBeAaeHHA 3MiH NpoTArom 3-x MicsiLiB nicnsi 3aTBepAXXeHHs
HanoBHeHa pyuka, Lo Benbris;
MicTUTb 1 BUPOBHMLTBO in
[BOKaMepHUi bulk, koHTponb
KapTpuox (nepegHs AKOCTi, NepBUHHE
Kamepa 3 MOpOLLKOM nakyBaHHs: Betep
Ta 3aAHs Kamepa 3 Papma-dPepTUryHr
pPO34MHHMKOM no 1,14 'm6X i Ko. KT,
M (M-Kpes3or, MaHiT HimevyuunHa
(E 421), Boga gnis
iH'eKLiN)), Y KAPTOHHIN
Kopobui
36. | TEHOTPOIMMIH | nopoluok Mdpansep IHK. CLUA MOBHWI LMKN Benebriga BHECEHHS 3MiH A0 peecTpaLinHmMX maTepianis: 3MiHu | TUNy - 3MiHK 3a UA/11798/01/02
® nioginizoBaHui Ta BUPOBHMLUTBA, 00 IHCTPYKUIT ANS MeanYHOro 3acToCyBaHHS 40 po3ainis peuenmom
PO3YUMHHUK Anst BUWMYCK Cepii: "®apmakonorivHi BnactusocTi", "B3aemogis 3 iHWyMKU nikapcbkumm
PO34MHY Ans iH exUin Mdparizep 3acobamu Ta iHWi Buam B3aemogin", "OcobnmneocTi 3actocyBaHHA"
no 36 MO (12 wr) 1 MeHtodhekyypuHr Bi4NOBIAHO A0 MaTepianis peecTpauifnHoro 4oChe.
abo 5 nonepefHbo Benbria HB BBepeHHA 3MiH npoTarom 3-x micAUiB nicnsa 3aTBepaKeHHA

HaMoOBHEHUX PY4OK,
o MicTaTb 1
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceidyeHHs1
[BOKaMepHUi
KapTpumx (NepegHs
Kamepa 3 NOpPOLLKOM
Ta 3agHs Kamepa 3
PO34MHHMKOM Mo 1,13
M (M-Kpes3or, MaHiT
(E 421), Boga ons
iH'eKUinN)), KOXHa y
KapTOHHIN kopobui
37. | MOA3ENAM Tabnetkn no 0,05 rno | ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH O peecTpaLiiiux maTtepianis: 3MiHu | Tuny - 3miHn 3a UA/8579/01/02
IC® 10 TabneTtok y [00aTKOBO [00aTKOBO 3 aKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHW y BUpOBHMUTBI. 3MiHa peuenmom
6nicTepi; no 1 BignoBiganbHi BignoBiganbHiCcTO iMnopTepa/amiHu, Lo CTOCYIOTLCH BUMYCKY Cepii Ta KOHTPOo
6nictepy y navui 3 cTHO "IHTEPXIM" SIKOCTi FOTOBOrO fikapcbkoro 3acoby (3amiHa abo fonaBaHHS
KapTOHY "IHTEPXIM" AiNbHULI, Ha KN 3[INCHIOETLCST KOHTPONbB/BUNPOGYBaHHS cepii)
3aMiHa AinbHUUb , Ae NPOBOAMTLCS BUNPOOYBaHHS KOHTPOIO cepii :
3 AinbHMUb 3a agpecamu YkpaiHa, 65080, Opgecbka o6n., m. Opeca,
TMoctpopdebka gopora, 6ya. 86 Ta Ykpaina, 65025, m. Opeca, 21-i
kM. CTapokuiBCbKOI goporK, 23 Ha AiNbHULIO 3a agpecoto YKpaiHa,
65025, m. Opeca, 21-1 km. CtapokuiBcbkoi goporu, 40-A.
3miHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyuyeHHs BupobHuyoi
AinbHUUi (BkNovatoum dinbHudi ana A®l, npomixkHoro npoaykTty abo
roTOBOro fikapcbkoro 3acoby, AiNbHULI ANs NPOBEAEHHSI
nakyBaHHsl, BUpOOHMKa, BigNoBigansHOro 3a BUMycK cepil, mMicue
NPOBEAEHHS KOHTPOIIO cepii) abo noctayanbHKKka BUXIQHOTO
mMaTtepiany, peareHTy abo JOMOMIKHOI PEYOBMHU (SIKLLO 3a3HAYEHO
y AOCbE) BUINYyYEHHS AOinbHuULi YkpaiHa, 65080, Ogecbka obn.,
M.Opeca, Mioctaopdebka gopora, 6ya. 86, Ae 3aiicHoeTbes
36epiraHHsa roToBOi NPOAYKLi, Ta BUNYyYEeHHs iHpopmaLii woao
MiCLIe3HaXOMKEHHS OPUANYHOI 0cobU
38. | MOA3ENAM Tabnetkn no 0,02 rno | ToBapucTBO 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiiux matepianis: 3MiHun | Tuny - 3miHn 3a UA/8579/01/01
IC® 10 TabneTtok y [0[aTKOBO [0[aTKOBO 3 gKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHn y BUpoGHMLUTBI. 3MiHa | peyenmom
6nicTepi; no 2 BiANOBiAanbHi BiAMNOBIgaNbHICTIO iMnopTepa/aMiHu, L0 CTOCYIOTBCS BUNYCKY Cepii Ta KOHTPOS0
6nictepn y nayui 3 cTH0 "IHTEPXIM" SIKOCTi rOTOBOrO nikapcbkoro 3acoby (3amiHa abo goaaBaHHS
KapTOHY "IHTEPXIM" AiNbHULI, Ha SKIN 3AINCHIOETLCS KOHTPONbL/BUMPOGYBaHHS cepii)
3aMiHa AinbHUUb , Ae NPOBOAMTLCS BUNPOGYBaHHS KOHTPOIO cepii :
3 AinbHUUB 3a agpecamu YkpaiHa, 65080, Ogecbka o6n., M. Ogeca,
JToctoopdhebka gopora, 6ya. 86 Ta Ykpaina, 65025, m. Ogeca, 21-n
kM. CTapokuiBcbkoi goporu, 23 Ha AinbHUL0 3a agpecoto YkpaiHa,
65025, m. Opeca, 21-1 km. CTapokuiBcbkoi goporu, 40-A.
3MiHn | TUNY - AgMiHICTPaTMBHI 3MiHW. BunyyeHHs BUpobHnYoi
AinbHUUi (BKNovatoum dinbHudi ana A®l, npomixkHoro npogykTty abo
roToBOro nikapcbkoro 3acoby, AinbHULI ANs NPOBEAEHHSI
nakyBaHHs1, BUpOOHKKa, BignoBigansHOro 3a BUMycK cepiit, Micue
NpoBeAEHHS KOHTPOIO cepii) abo nocTayanbHKKa BUXIAHOTO
maTtepiany, peareHTy abo JONOMIKHOI PEYOBMHU (SIKLLO 3a3HA4YeHO
y [OCbE) BUNMYYEHHS AinbHuLi YkpaiHa, 65080, Ogecbka obn.,
M.Ogeca, Mioctaopdcbka gopora, 6ya. 86, Ae 3aicHoeTbCA
36epiraHHsa roToBOi NPOAYKLi, Ta BUNYyYEeHHs iHpopmaLii woao
MiCLIE3HaXOMKEHHS IOPUANYHOI 0cobu
39. | MIOKCAIJlb PO34MH ANs iH'eKUIN, Bionoriwe HimevynHa Bionoriwe HimeyumnHa BHECEHHS1 3MiH 40 peecTpaLiiHnX maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/7275/01/01




15 [IpogoBxkeHHs no1aTka 3
Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceidYeHHs1
KOMMNO3UTY | no 2,2 mn B amnyni; Xannbmitrenb Xannbmitrenb 3 skocTi. FoTOBMI Nikapcbkuii 3aci6. Cuctema peuenmom
M no 5 amnyn y Xeenb M'm6X Xeenb M'm6X KOHTelHep/3akynoptoBanbHui 3aci6. 3MiHa po3mipy ynakoBku
KOHTYPHI/ YapyHKOBI rOTOBOrO fikapCbKoro 3acoby (3MiHa KinbKOCTi 0AMHWLE (Hanpuknag
ynakosui; no 1 TabneTok, amnyn TOLLO0) B yNakoBLi:) - 3MiHa no3a AianasoHoM
KOHTYPHIN YapyHKOBIN 3aTBEPAXXEHUX PO3MIpIB YNaKOBKW - BBEAEHHSI [OAATKOBOI YMaKOBKM
ynakoBLi B kopobui 3 Ne 10 (5x2) , 6e3 3miH NepBUHHOrO NakyBanbHOro MaTepiany Ta 3
KapTOHY; No 2,2 Mn B BiAMOBIAHMMM 3mieamu [0 po3ainy «YnakoBka» (BBegeHHs 3MiH
amnyni; no 5 amnyn y NpoTArom 3-x MicALiB Nicns 3aTBEPAKEHHS)
KOHTYPHI YapyHKOBI
ynakosi; no 20
KOHTYPHUX
YapyHKOBMX YNakoBOK
y KOpoO6Lii 3 KapTOHy;
no 2,2 mn B amnyni;
no 5 amnyny
KOHTYPHill YapyHKOBIN
ynakoBui; no 2
KOHTYPHUX
YapyHKOBMX YNaKOBOK
y KOpobLii 3 KapTOHY
40. | TMHOKO3A pPO34MH Ans iHdys3in B. BpayH HimevuunHa B. BpayH Megaikan HimeuyunHa/ | BHeCeHHsi 3MiH 4O peecTpauinHmux MaTepianis: 3miHu | Tuny - 3MiHn 3a UA/9956/01/02
5% B.BPAYH | 5 % no 250 mn abo Menb3yHreH CA, IcnaHis Icnanisa 3 gKocTi. [oToBMIA Nikapcbkuii 3aci6. 3mMiHn y BUpoBbHMLUTBI. 3MiHa | peyenmom
no 500 mn y dnakoHi; Al iMnopTepa/aMiHu, L0 CTOCYIOTBCSA BUNYCKY Cepii Ta KOHTPOIO
no 10 cpnakoHiB y Brpo6HMUTBO, SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo AoaaBaHHs
KapTOHHIl Kopobui nepBuHHa Ta AiNbHULI, Ha SKIN 3[INCHIOETLCS KOHTPONbL/BUMPOGYBaHHS cepii)
BTOpPMHHA BBEAEHHS AiNbHULI Ha AKi 34INCHIOETHCS KOHTPOMb Cepii FOTOBOro
yrnakoBka, BUMYCK nikapcbkoro 3acoby b.6payH Menb3ayHreH Al', Am LLBepuensarod
cepii: 1, 34212 Menb3yHreH, HimeyunHa. 3azHayeHHs dyHKUIOHaNbHNX
B. bpayH o6oB's3kiB BUpobHUKa B.BpayH MenbayHreH Al', HimeuumHa.
Menb3ayHreH Arl, BBegeHHs 3MiH NpoTaroM 3-x micsAuiB nicnsa 3aTBepAXKEHHS
HimeuyuunHa
KoHTponb cepii:
B. bpayH
Menb3yHreH Al,
Himeuuunna
41. | TPOYTPONMIH | Po3uunH ans in'exuin, TOB YkpaiHa Honr-A CT Ko., Jlta Kopes BHECEHHS 3MiH 10 peecTpaLjinHmMX maTepianis: 3MiHu | Tuny - 3a UA/8465/01/01
8 MO/mn, no 0,5 mn "®apmaueBTu ApmiHicTpaTuBHi 3MiHW. 3MiHa HanMeHyBaHHs1 Ta/abo agpecu peuenmom
(4 MO/1,34 wmr) abo YHa KOMNaHis 3asBHUKA (BNacHMKa peecTpauiiHoro NocBig4YeHHs )
no 2 mn (16 MO /5,34 Bicta",
Mr) y donakoHi; no 1 YkpaiHa
abo no 10 cnakoHiB y
KapTOHHIN kopobui
42. | OIAMNPA30N NOPOLLOK AN "piH BisHec LLisenuapis PetoHr Kuraricbka BHECEHHS 3MiH [0 peecTpaLinHmMxX maTtepianis: 3MiHu | Tuny - 3a UA/16423/01/01
40 NPUroTyBaHHSA ContowH3 CA dapmacbroTrkan HapogHa AnMiHicTpaTuBHi 3MiHW. 3MiHa Ha3BwW fikapcbkoro 3acoby - 3viHa | peyenmom
PO34MHY AN iH exuin Ko., INta. Pecny6bnika Ha3BW nikpcbkoro 3acoby. 3aTBepaxeHo: Omenpason.

no 40 wr, 1 cdonakoH 3
MOPOLLKOM Y
KapTOHHIN kopobui

3anponoHoBaHo: fianpa3son 40; 3mMiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsagy (iHwi 3amiHu) -
OHOBJIEHHS TEKCTY MapKyBaHHSI
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceidYeHHs1
43. | AIALE® 1000 | nopoLuok Ans M. BIOTEK Benuka ACTPAN IHAisa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu Il Tuny - 3miHn 3a UA/16105/01/01
PO3YUHY ANS iH eKLin JIMITEQ BpuTtaHis CTEPITEK oo 6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsgy. BHecenHs abo peuenmom
no1,0rno1 MPAMBIT NIMITEA 3MiHa(u) fo 30608B'A3aHb Ta YMOB BuAadi peectpauiniHoro
dnakoHy abo 10 noceigyeHHs, Bkovatoun MNnax ynpaeniHHS pyu3ankamu
nakoHiB 3 (3acTtocyBaHHs 3MiH(K), Aki(a) BUMaraoTb(€) NoganbLLIOoro
MOPOLLKOM Yy nauuii 3 06r'pyHTYBaHHSi HOBUMW AOAATKOBMM AaHUMM, LLO MAKOThb
KapTOHY HafaBaTUCS KOMMETEHTHUM OPraHOM, OCKiMbKN BUMaraeTbCst
CyTTEBA OLLIHKA KOMMETEHTHUM OpraHom) - BukoHaHHs 3060B'3aHb
BignosigHo o nianyHkTy 1.13 nyHkTy 1 gogatky 15 go Mopsiaky
NpoBEeAEHHS eKCNepTn3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, Lo NoAalTLCA Ha AepXaBHY peecTpaLliio
(nepepeecTpalito), a TaKoX eKkcrepTu3n maTepianis Npo BHECEHHSI
3MiH [0 peecTpauiiHUX MaTtepianis NpoTArom Aii peecTpauiiHoro
NnocBigYeHHs1, 3aTBepakeHoro Hakazom MO3 Big 26.08.2005 Ne 426
(y pegakuii Hakazy MOS Big 23.07.2015 Ne 460)
44. | OIALE® 2000 | nopoLuok Ans M. BIOTEK Benuka ACTPAN IHAisA BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHn Il Tuny - 3miHn 3a UA/16105/01/02
PO34MHY ANA iH exuin JIMITEQ BpuTtaHis CTEPITEK oo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. BHeceHnHs abo peuenmom
no20rno1 MPAMBIT NIMITEA 3MiHa(u) fo 30608B'A3aHb Ta YMOB BuAadi peectpauiniHoro
dnakoHy abo 10 noceigyeHHs, Bkovatoun MNMnax ynpaeniHHS pyu3nkamu
nakoHiB 3 (3acTtocyBaHHs 3MiH(M), Ski(a) BUMaraoTb(€) NoganbLUIoro
MOPOLLKOM Yy nauii 3 0br'pyHTYBaHHSi HOBUMW AOAATKOBMM AAHUMMU, LLO MAKOThb
KapTOHY HafaBaTUCS KOMMETEHTHUM OPraHOM, OCKIMbKN BUMaraeTbCst
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom) - BukoHaHHs1 3060B'3aHb
BignosiaHo o nianyHkTy 1.13 nyHkTy 1 gogatky 15 go Mopsiaky
NpoBEeAEHHS eKCNepTn3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, L0 NoAarTbCA Ha AepXaBHY peecTpaLiiio
(nepepeecTpalito), a TakoX eKkcrnepTu3n maTtepiarnis Npo BHECEHHSI
3MiH O peecTpaLiiHUX MaTepianiB NpoTArom Aii peecTpauiiHoro
NnocBigYeHHs1, 3aTBepakeHoro Hakazom MO3 Big 26.08.2005 Ne 426
(y pegakuii Hakasy MOS3 Big 23.07.2015 Ne 460)
45. | ponriT® Kpem, 50 mr/rmo 20 r Honoprit HimeuunHa BMPOGHMLITBO HimeuunHa | BHeceHHS 3MiH A0 peecTpauinHux maTepianis: -3MiHn | TUnNy - 3MiHN be3 UA/4117/01/01
KPEM abo 50r,a6o 100 ry Mv6X i Ko. KI Hepo3dgacoBaHoi 3 aKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHn y BUpoBHUUTBI. 3amiHa | peuyenma
Ty6i, no 1 Ty6i B npoaykuii, abo BBeeHHS 4OAATKOBOI AiNbHULI BUPOGHMLTBA AN YacTMHM abo
KapTOHHIN kopobuj nepBUHHe Ta BCbOr0 BUPOOHMYOro NpoLEeCy roTOBOTO JiKapCbKOro 3acoby
BTOPVHHE (AinbHMUSA AN NnepBUHHOrO NakyBaHHs) CynyTHS 3MiHa - 3MiHN 3
nakyBaHHs1, sKocTi. [oToBMI nikapcbkuii 3aci6. 3miHW y BUpobHMUTBI. 3amiHa
KOHTPOIb cepil, abo BBeEeHHS 4OA4ATKOBOI AiNbHULI BUPOBGHMLTBA AN YacTMHM abo
BUMYyCK cepii: BCbOro BUPOBHWMYOro NpoLecy roToBoro nikapcbkoro 3acoby

Donoprit TM6X i
Ko. KI', HimeuyunHa

BMPOOHULTBO
Hepo3dacoBaHoi
npoaykuii,
NnepBUHHE Ta
BTOPUHHE
naKyBaHHs:
Op. Tancc
HatypsapeH 'M6X,
HimeyuunHa

(AiNnbHMUA AN BTOPMHHOIO NaKyBaHHSA) BBEAEHHS 4OAATKOBOI
BMPOBHMYOI AiNbHWLi ANS NEPBUHHOMO Ta BTOPUHHOTO NaKyBaHHS:
Op. Taiicc HatypapeH 'm6X, MixeniHwTpacce 10, 66424
Xombypr, HimeudnHa. 3miHum | Tuny - 3MiHu 3 akocTi. FoToBuU
nikapcbkuin 3aci6. 3MiHM y BUpobHuuTBi. 3amiHa abo BBeAeHHSA
O0AaTKOBOI AiNbHULI BUPOOHMULITBA A8 YacTMHM abo BCbOro
BMPOBHMYOro npoLecy roToBOro fikapcbkoro 3acoby (QinbHUUS, Ha
AKiV npoBoaATbCA Oyab-ski BUPOOHMYI CTagii, 3@ BUHATKOM BUMYCKY
Cepil, KOHTPOIO AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO NaKyBaHHS,
ONS HECTepPUIbHUX fikapcbkux 3acobis) CynyTHs 3MiHa - 3MiHM 3
sKocTi. [oToBMI Nikapcbkuid 3aci6. 3MiHW y BUpOGHMLTBI. 3amiHa
abo BBeAEeHHS 004aTKOBOI AiNbHULI BUPOBGHMLTBA AN YacTUMHM abo
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceidYeHHs1

nepBUHHE Ta
BTOPUHHE
naKyBaHHS1,
KOHTPOrb Ccepil:
Op. Tancc
HatypsapeH 'm6X,
HimewyuunHa

KOHTpOrb cepii:
'BA ®apma 'm6X,
HimevyuunHa

KOHTpOnb cepil
(mikpobionoriyHi
BMMNPOOYBaHHSA):
BAB IHCTUTYT
ririeHn Ta
3abesneyeHHs
skocTi FMBX,
HimevyuunHa

KOHTpOnb cepil
(mikpobionoriyHi
BMMNPOOYBaHHSA):
Mikpobionori
Kpemep 62X,
Himeuunna

BCbOr0 BUPOOHUYOrO NPOLECY FOTOBOTO JiKapCbKOro 3acoby
(AiNbHULSA ANS BTOPMHHOIO NakyBaHHs1) - 3MiHK 3 gKocTi. FoToBui
nikapcbkuin 3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBEAEHHS
00AaTKOBOI AiNbHULI BUPOBHWLITBA AN YaCTMHN abo BCbOro
BMPOBHNYOro NpoLiecy roToBOro Nikapcbkoro 3acoby (AinbHuuUS Ans
NepBUHHOIO NakyBaHHS) BBEAEHHS OAATKOBOI AiNbHULI 3
BMPOGHMLTBA Hepo3dacoBaHOI NpoAYKLii, NEPBMHHOIO Ta
BTOPUHHOrO nakyBaHHs: [p. Tancc HatypeapeH Mm6X, Op.-MeTep-
Taincc-LUTtpacce 1, 66424 Xombypr, HimewunHa. 3miHu | Tuny -
3MiHM 3 skocTi. [oToBMI Nikapcbkui 3acib. 3MiHN y BUPOOHMLTBI.
3miHa iMnopTepa/3aMiHu, Lo CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOIo
SIKOCTi FOTOBOrO NikapcbKkoro 3acoby (3amiHa abo JoaaBaHHs
AiNbHULI, Ha SKIN 3AINCHIOETLCS KOHTPONL/BUNPOGYBaHHS cepii)
BBEJEHHsI [OAAaTKOBOI AiNbHWLI, HAa Kl 30iNCHIOETLCS KOHTPOIb
cepii (cisuko/ximiuHUIA) roToBOroO Nikapcbkoro 3acoby: [p. Taricc
HatypsapeH 'm6X, MixeniHwTpacce 10, 66424 Xombypr,
Himeuyumna. 3minu | Trny - 3miHu 3 gKocTi. FoToBUIA NiKapcbkui
3aci6. 3MiHM y BUpobHUUTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo goaaBaHHSA AinbHULI, Ha SKi
3[iNCHIOETLCSI KOHTPOIB/BUNPOBYBaHHS cepii) BBEAEHHS
[0[ATKOBOI AiNbHULI, Ha SAKIN 30iINCHIOETLCS KOHTPOSb Cepii
(chizmko/ximivHMI) roToBOro nikapcbkoro 3acody: NBA ®apma M'méX,
HimeyuunHa. 3miHu | Tuny - 3miHn 3 AkocTi. FoTOBWIA Nikapcbknii
3aci6. 3MiHM y BUpobHuuTBi. 3MiHa iMnopTepa/3aMiHn, Lo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPOMIO AKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo goaaBaHHs AinbHULI, Ha SKi
3[iNCHIOETLCS KOHTPONB/BUNPOOYBAaHHS Cepii) BBEAESHHSA
[0AaTKOBOI AinNbHUL, Ha SKIA 3AINCHIOETHCA KOHTPOSb cepii
(mikpobionoriyHi BUNpobyBaHHs1) roToBoro fnikapcebkoro 3acoby: BAB
IHCTUTYT ririeHn Ta 3abe3neveHHs sikocTi TM6X, HimeuurHa. 3minm |
Tuny - 3MiHM 3 siKocCTi. [0TOBMI Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHu, Lo CTOCYHOTbCS BUMYCKY
cepii Ta KOHTPOIIO SIKOCTi rOTOBOrO fikapcbkoro 3acoby (3amiHa abo
[ofaBaHHs AiNbHULI, Ha AKiN 30iINCHI0ETLCS
KOHTpOnb/BUNpoGyBaHHS cepii) BBeAEHHS 40AaTKOBOI AinNbHULI, Ha
AKiM 3AIMCHIOETECA KOHTPOIb cepii (MikpobionorivHi BUNpobyBaHHs)
roToBoro nikapcbkoro 3aco6y: Mikpobionori Kpemep Mv6X,
HimeyunHa. 3miHn Il Tvny - 3MiHK 3 siKoCTi. [OTOBUI NiKapCbKuU
3aci6. 3MiHn y BMpobHMUTBI. 3MiHK Y npoueci BUpobHuuTBa
roTOBOrO MiKapCbKOro 3acoby, BKNOYaYM NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETHLCH NPV BUPOBHMLITBI FOTOBOIO NiKapcbKoro 3acoby
(cyTTeBa 3miHa y npoLeci BUPOOHMLTBA, sika MOXe MaTu iCTOTHWUIN
BMVB Ha SKiCTb, 6e3neKy Ta edpeKTUBHICTb NikapcbKoro 3acoby)
OHOBIEHHS NpoLiecy BUPOBHMLITBA rOTOBOTO fikapCbKoro 3acoby:
3.2.P.3.3.4.1 3miwyBaHHa Ta emynbryBaHHs - Ctagis 2: rmiyepon
MOHOCTeapar, noniokcietunen-30-cteapar, noniokcietunex-100-
cTeapart Ta ibynpodeH 6yayTb NogaBaTUCH OAUH 3a OAHWUM 3aMiCTb
po3dineHHs Ha ABa okpeMi npouecu nnasneHHs - Ctagisa 3:

Temnepatypa nigeuwyetbes 3 50-60 °C go 60-75 °C - Cragis 4:
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
TemnepaTtypa nigsuwyetbes 3 55-65 °C po 60-75 °C 3.2.P.3.3.7. -
OHOBMEeHa cxeMa BUPOBOHMYOro npoLiecy.
46. | OOCTUHEKC | Tabnetku no 0,5 wmr; Mdbansep IHk. CWA Mdpansep ITanis ITanis BHECEHHS 3MiH 4O peecTpaLiiH1X maTepianis: 3MiHu | Tuny - 3a UA/5194/01/01
no 2 abo no 8 C.p.n. AnMiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micua | peyenmom
TabneTok y chnakoHi; npoBaKeHHs AisnbHOCTI BUpOoOHMKa/imnopTepa roToBoro
no 1 dpnakoHy B nikapcbKkoro 3acoby, BkNoYaruy AinbHULI BUNYCcKy cepii abo micue
KapTOHHIN kopobui NPOBEAEHHS KOHTPOJIO AKOCTI. (AisNbHICTb, 3a AKy Bignosigae
BMPOGHMWK/IMNOpTEp, BKIOYaouM BUMYCK Cepiii) - 3MiHa agpecu
BMpOGHMWKa BignosiaansHoro 3a sBunyck cepii Mdansep Itanis C. p.
n., ITanis 6e3 amiHn micusa BupobHMuTBa (BBEaeHHs 3MiH NpoOTArom
6-TK MicauiB nicns 3aTBEpAKeHHs)
47. | OOCTUHEKC Tabnetkn no 0,5 wr; Mdbansep IHk. CWA Mdpansep ITanis ITanis BHECEHHS 3MiH 4O peecTpaLiiH1X MaTepianis: 3miHu | Tuny - 3amiHa 3a UA/5194/01/01
no 2 abo no 8 C.p.n. rpachiyHoro obopMIeHHs NePBUHHOI Ta BTOPVMHHOI YNakoBOK Ha peuernmom
TabneTok y cpnakoHi; TEKCT MapKyBaHHS YNakoBOK 3 BiAMOBIAHUMW 3MiHamMK A0 PO3Ainy
no 1 cnakoHy B MKA nikapcbkoro 3acoby (po3ain «[padivyHe odbopmneHHs
KapTOHHI Kopobui YMaKoBKU» 3aMiHeHO po3ginoM «MapKyBaHHs»)
48. | OYBA KOPA kopa no 50 r abo 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx maTepianis: 3aMiHu | TUny - 3MiHK 6e3 UA/2194/01/01
ry naykax 3 dapmaneBTny dapmaueBTMyHa wopno 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsgy - OHOBIEHHS peuernma
BHYTPILLHIM NakeToMm; Ha ¢abpuka ¢abpuka "Biona" TEKCTY MapKyBaHHs1 BTOPUHHOI YNaKOBKY fikapCbKOro 3aco0y.
no 1,5 ry dinbtp- "Biona" BBeaeHHsA 3MiH npoTArom 3-x MicsuiB nicna 3aTBepAXKeHHA
nakerti; no 20 inbTp-
nakeTiB y nayui
49. | EBKANINTA nneta, no 50 ry MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH JO peecTpaLinH1X MaTepianis: 3MiHu | TUny - 3MiHK be3 UA/2124/01/01
NNCTA naykax 3 BHYTPILUHIM dapmaneBTuy dapmaueBTuyHa wono 6esnekun/edpekTMBHOCTI Ta hapmMakoHarnsay - OHOBIEHHS peuernma
naketom; mo 1,5ry Ha dhabpuka abpuka "Biona" TEKCTYy MapKyBaHHsi BTOPUHHOI yMakoBKU MikapcbKoro 3acoby.
dinbTp-nakeTi, no 20 "Biona" BBeaeHHA 3MiH NpoTArom 3-x MicsiLiB nicns 3aTBepAXeHHsA
dinbTp-NakeTiB y
nauui
50. | EHTEPOCIMA | kancynu no 15 kancyn Anbdacirma DdpaHuis Anbdacirma C.n.A. ITanis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHa 3asiBHUKa be3 UA/11345/01/01
3Min y bnictepi; no 1 abo 2 ®dpaHc (BnacHuKa peecTpauinHoro noceigyeHHs) (3rigHo Hakasy MOS3 Big peuernma

6nicTepu B KApTOHHIN
KopoobLi

23.07.2015 Ne 460); 3MiHn | TUny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecy MicLsl NPOBaXXEHHSs! OisNbHOCTI
BMpobHMKa/iMnopTepa roToBOro nMikapcbKoro 3acoby, BKIO4auu
LinbHUL BUNycKy cepii abo miclie NpoBeAEHHSI KOHTPOIHO SIKOCTI.
(misnbHicTb, 3a sKy BigNoBiAae BUPOBHUK/iIMNOPTEp, BKIKOYA4YM
BWMYCK Cepiii) - 3MiHa HaNMeHyBaHHs BUpObHuKa, 6e3 3amiHn micusa
BMpoBGHULUTBA. BBEAEHHS 3MiH NpoTsirom 6-Tu MicauiB nicns
3aTBepAXeHHS. 3MiHn | Tny - AOMiHICTpaTMBHI 3MiHW. BunydeHHs
BMPOOHUYOT AinbHUUI (BKNOYaoun AinbHuui ans A®l, npomixkHOro
npoaykTy abo roToBoro nikapcbkoro 3acoby, AinbHuLi Ans
NpOBEAEHHS NaKyBaHHs1, BUPOOHMKa, BiANOBiAanNbHOro 3a BUMycK
cepin, MicLe NpoBeAeHHsT KOHTPOIIO cepii) abo nocTayanbHuka
BMXigHOro matepiany, peareHTy abo JONOMiXXKHOI PeYOBUHM (SIKLLO
3a3Ha4YeHo Y 0CLE) - BUMYYEHHsI BUPOGHMYOI AinbHuui [13.
BBeneHHs1 3MiH NpoTsirom 6-Tu MicALiB Nicns 3aTBEPAXKEHHsI. 3MiHN
| Tuny - 3minun 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikart
BignoBigHOCTI €Bponenckbkin apmakonei/moHorpadii. MNogaHHA
HOBOro abo OHOBNEHOro cepTudikaTa BignoBigHOCTI abo
BUINyYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkin hapmakonei:
ans A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
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8UPOBHUK
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Homep
peecmpauyitiHo
20
noceidyeHHs1

NpoAyKTy, LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; Ans
[OMOMIXXHOT peyoBUHM (cepTudikaT BigNoBigHOCTI €EBponenchKii
dapmakonei) - OHoBMNeHU cepTudikaT Bif yxe 3aTBepAXeHoro

BMPOGHMKa - MNogaHHs oHoBNeHoro ceptudikaTy BiANOBIAHOCTI
€sponevicbkoi papmakonei - CEP Ne R1-CEP 2002-005-Rev 01
(nonepeaHs Bepcis R1-CEP 2002-005-Rev 00) Big 3aTBepaXeHoro
BMpobHuka APl cumeTtukoH Basildon Chemical Co. Ltd., United
Kingdom. 3atBepaxero: R1-CEP 2002-005-Rev 00.
3anponoHosaHo: R1-CEP 2002-005-Rev 01. 3minHu | Tuny - 3miHu 3
sikocTi. CepTudikaT BignoigHocTi/l E-cepTudikaT BiaNoBiAHOCTI
€BponeWckkin dpapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMYyYEHHS
cepTtudikaTa BignosigHoCTI €Bponerichbkin dapmakonei: ana AdI;
AnsA BUXiAHOrO MaTepiany/peareHTy/MpomiXKHOro NpoaykTy, Lo
BMKOPUCTOBYHOTbCS Y BUpoBHUUTBI ADI; Anst JONOMiXHOT pe4oBUHM
(FE-cepTudikaT BignoBigHOCTI €Bponeiichbkin bapmakonei ans Adl/

BUXiAHOrO MaTepiany/peareHTy/npomixkHoro npoaykTy abo

OOMNOMKHOT peqoBrHK) - OHOBREHUI cepTudikart Big BXxe
3aTBEpAXEHOro BUpobHuka - MNogaHHs OHOBMeEHWX cepTudikaTis

BianosigHocTi €Bponevicbkoi hapmakonei. 3miHu | Tuny - 3miHu 3
skocTi. CepTudikaT BignosigHocTi/l'E-cepTudikaT BiaNoBiAHOCTI
€Bponeicbkin bapmakonei/moHorpadii. MoaaHHA Hosoro abo

OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHS

cepTudikaTa BignoBsigHocTi €sponeincekin dapmakonei: agns AdI;
Ans BUXigHOro matepiany/peareHTy/MpOMiKHOIO NPoAyKTY, LLO
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI A®I; Ans JONOMIXKHOT pe4oBUHM
(FE-cepTudikat BignosigHOCTI €Bponencekin papmakonei ans Ad®I/
BVIXiAHOro martepiany/peareHTy/npoMipKHOrO NMPOAYKTY abo
[AOMOMDKHOI peyoBuHK) - HoBWI cepTudikaT Ans BUXigHOro
marepiany/peareHTy/npomi>kHoOro NpoayKTy abo AoNoMiKHOI
peyYoBUHM Bif, HOBOrO abo BXe 3aTBepAKeHOro BMpobHuka -
nogaHHs HoBux E-cepTudikatis BignosigHOCTi €Bponencokin
dapmakonei Ans A0NOMiKHOI pe4OBUHW XenaTuH Big HOBOro Ta
BXE 3aTBEepAKeHOro BUpobHuka. 3miHu | Tuny - 3MiHn wono
6e3nekn/edekTMBHOCTI Ta bapmakoHarnsay. BeegeHHs abo 3amiHn
[0 y3aranbHeHUX AaHnx nNpo cuctemy dpapmakoHarnsgy (BBeAeHHS
y3aranbHEeHUX AaHnX Npo cuctemy dapmakoHarnsay, aMiHa
yNOBHOBaXeHoi 0cobu, BiANoBiaanbHoi 3a 34iNCHEHHS
dapmakoHarnsigy; KOHTakTHoOI ocobu 3 hapmakoHarnsgy 3asiBHUKa
Ans 34incHeHHs hapmakoHarnsgy B YKpaiHi, SKLLO BOHa BigMiHHA

Bifl yNOBHOBaXeHOi 0cobwu, BignoBiganbHOI 3a 34iiCHEHHS
apmakoHarnsigy (BKoYayy KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLeHHi MacTep-daiina cuctemmn dhapmakoHarnsagy) - 3MiHa

KOHTaKTHOI ocobu, BignoBigansHoi 3a hapmakoHarnsg B YkpaiHi:
aitova pepakuis - MaspuneHko Omutpo MuxarneHko, nponoHoBaHa
pepakuis - KynHoBuubkmin Octan MNMonikapnoBuy. 3MiHa KOHTaKTHUX

[aHuX KOHTaKTHOI ocobu, BignoBiaanbHOI 3a chapmakoHarnsg B

YkpaiHi.

51.

EMPEKC

pPO34MH Ans iH'ekuin,
2000 04/0,5 mn no

TOB
"[)KOHCOH i

YkpaiHa

Cinar AI'

LLisenuapis

BHECEHHS 3MiH [0 peecTpaLinHmMx maTepianis: 3miHu || Tuny - amiHa
y NEePBUHHI yNakoBLji roTOBOro fikapcbkoro 3acoby (Tun

3a

peyernmom

UA/2386/01/01
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0,5 mn (2000 OJ/0,5
MI) y nonepeaHbo
3aMoBHEHMX LUNpuLax
i3 npo3oporo
6opocunikaTHoro
ckra, ocHaLleHnx
ronkamm i3
HepxaBitodoi cTani Ta
3aXUCHUM MPUCTPOEM
Protecs™ gns
3anobiraHHs
TpPaBMYBaHHS! FONIKOK
nicrs BUKOPUCTAHHS;
no 6 wnpuuis y
NOMIBIHINXNOPUAHIN
KaceTi y KapTOHHiW
nayui

[>XOHCOH
YkpaiHa"

KOHTelHepa abo AoaaBaHHA HOBOro KOHTenHepa) - CTepunbHi
nikapcbki 3acobu Ta nikapcbki 3acobu 6ionoriYHoro/iMyHonoriyHoro
NOXOMXEHHSI - BBEAEHHSI OAATKOBOrO nocTavarnbHuKa CKINsHUX
wnpuuis Nuova Ompi 4o BXe 3aTBEPAXXEHOro nocravanbHuKa
Becton Dickinson

52.

EMPEKC

pO34MH Ans iH'ekuin,
40000 O4/mn no 1 mn
(40000 Of/mn) y
nonepeaHLo
3aMOBHEHMX LUNpULax
i3 npo3oporo
6opocunikaTHoro
CKIa, OCHaLLEHNX
rornkamu i3
HepxaBitoyoi cTani Ta
3aXVCHUM MPUCTPOEM
Protecs™ ans
3anobiraHHs
TPaBMYBaHHS FOIKOKO
nicns BUKOPUCTaHHS;
no 6 wnpuuis y
noniBiHiNXnopuaHin
KaceTi y KapTOHHIN
navuj

TOB
"[>KOHCOH i
[>XOHCOH
YkpaiHa"

YkpaiHa

Cinar AI'

LLiseviuapis

BHECEHHS 3MiH 0O peecTpauiiHux maTtepianis: 3miHu Il Tuny - 3miHa
y NEPBUHHIN yNakoBLii FOTOBOro fikapcbKoro 3acoby (Tun
KOHTelHepa abo AoAaBaHHA HOBOTO KOHTelHepa) - CTepunbHi
nikapcbki 3acobu Ta nikapcbki 3acobu 6ionoriYHoro/iMyHonoriYHoro
NMOXOOXKEHHS - BBEAEHHS 4OAATKOBOrO NocTavarnbHuUKa CKISIHUX
wnpuuis Nuova Ompi fo Bxe 3aTBepaKeHoro noctavanbHuka
Becton Dickinson

3a
peuyenmom

UA/2386/01/04

53.

ETONO3MA
"EBEBE"

KOHLIeHTpaT Ans
PO34MHY ANs iHDY3in,
20 mr/mn no 2,5 mn
(50 mr), abo no 5 mn
(100 wmr), abo no 10
mn (200 wmr), abo no
20 mn (400 mr) y
cbnakoHi; no 1
¢nakoHy B KApTOHHIN
Kopobui

EBEBE
dapma
lec.m.6.X.
Hdpr. KI

ABcTpis

NOBHUI LMKN
BUpPOGHMLTBA:
EBEBE ®apma
[ec.m.6.X. Hoor.

KI, ABcTpis;

TecTyBaHHsa: MIMJ1

Mikpobionoriwec

Mptochnabop MGX,

ABcTpis

AscTpis

BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3MiHW | Tuny - 3miHn
wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW 0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHNX AaHUX NPO cucTemy hapmakoHarnagy,
3MiHa ynoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
apmakoHarnagy; KOHTakTHoi 0cobu 3 hbapmakoHarnsay 3asiBHUKa
ONs 30iNcHeHHs1 chapmakoHarnsaay B YKpaiHi, sKLWo BoHa BiaMIHHA
Bif] yNOBHOBaXeHOi ocobu, BignoBiganbHoi 3a 34iiCHEHHS
capmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLleHHi MacTep-ganina cuctemmn dpapmakoHarnsay) - 3MiHa
KOHTaKTHUX JaHWX yNoBHOBaXeHOI ocobw, BignoeiganeHoi 3a
30iicHeHHs hapMakoHarnsay. 3miHa Micusi 34iCHEHHS OCHOBHOT
nisnbHOCTi 3 hbapmakoHarnsgy. 3MiHa agpecu macTtep-canna
cucTeMn hapMakoHarnsgy

3a
peuermom

UA/2569/01/01
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
54. | 3BIPOBOIO Tpasa no 50 r abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHSA 3MiH A0 peecTpauinHmx maTepianis: 3MiHu | TURy - 3MiHK bes UA/2126/01/01
TPABA 75 ry naykax 3 dapmaneBTny dapmareBTuMyHa oo 6e3nekn/edeKTUBHOCTI Ta dhapMakoHarnsgy - OHOBIEHHS peuenma
BHYTPILLHIM NakeToMm; Ha pabpuka pabpuka "Biona" TEKCTY MapKyBaHHsi BTOPUHHOI YMaKOBKM fikapcbKoro 3acoby.
no 1,5 ry cinbtp- "Biona" BBeaeHHA 3MiH NpoTArom 3-x MicsLiB nicns 3aTBepAXeHHsA
naketi; no 20 inbTp-
nakeTiB y nayui
55. | 3IATEH™ TabneTku, BKpUTI BiiB Xenckep Benuka nakco Benuka BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | Tuny - 3miHa 3a UA/4163/02/01
o6ornoHkoto, no 300 tOK Nimiten BpuTaHis OnepenwHc FOK BpuTaHisa/ HalMeHyBaHHs Ta/abo agpecu MicLs NPoBaXeHHs OisnbHOCTI peuenmom
Mr no 10 TabneTok y NimiTen, Benuka MonbLia BMPOGHMKa (BKIOYakouun, 3a HeOOXiAHOCTI, MicLie NpoBeAeHHS
6nicTepi; no 6 BpuTaHis; KOHTpOno sikocTi), abo BnacHuka mactep-daiina Ha A®l, abo
6nicTepiB y KapTOHHIl makcoCwmiTKnsiH noctavanbHuka A®l/BuxigHoro matepiany/peareHTy/npoOMiXXHOro
KopoobLi dapmacbioTukana NPOAYKTY, L0 3aCTOCOBYOTbCH Y BUPoOHUUTBI ADI - 3miHa agpecu
C.A,, MNonblwa BMPOGHMKa MPOMIKHOIO NPOAYKTY akTUBHOI cybcTHauii 26U90 Ta
A®| abakaBipy cynbgaty; 3miHu | Tuny - 3aMiHa y napameTpax
cneuudikauin Ta/abo JonNycTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®Il, abo BUXigHUI/MPOMIDKHMIA NpOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHMUTBa AD| - OHOBNEHHS
cneumndikauii Ha BuxigHun matepian GI268494A - nogaBaHHs
nomiwkm GW642522 3 nimitom He GinbLue, Hix 0,1 %; 3miHn |l Tuny
- 3MiHa BUPOGHMKa BUXiQHOro/NPOMIXKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYOTLCS Y BUpoBHUYoMY npoLeci AdI, abo amiHa
BMpPOOHUKa (BKITHOYaouu, e HeobXigHo, MicLe NpoBeAEHHS
KOHTporto sikocTi) AP| - fogaBaHHsA anbTepHaTUBHOIO BUPOOHWMKa
ans npomixHoro npofdykty 26U90 Ha cTagii | cuHTesy Ta BuxigHoro
npoaykTy GI268494A (anbTepHaTVBHUIA LLNSX CUHTE3Y) AN
abakaBipy
56. | 30BIPAKC™ Tabnetkn no 200 wmr; nakcoCmitKn Benvka nakco Bennkom IcnaHis/ BHECEHHS 3MiH 4O peecTpaLiiHnX maTtepianis: 3miHu | Tuny - 3a UA/8281/03/01
no 5 Tabnetok y AanH EkcrnopT BpuTaHis C.A,, IcnaHis; Monbla NnoJiaHHs OHOBMEHOro cepTudikara BiaNoBiAHOCTI €BpONenchKin peuenmom
6nictepi; no 5 Timiteq nakyBaHHs Ta tapmakonei Ne R1-CEP 1998-029-Rev 07 ans gjito4oi pe4yoBuHM
bnicTepiB y KapTOHHIW BMNYCK Cepil: Aciclovir Big 3aTBepaxeHOro BUpobHuka, sik Hacnigok, 3aMiHa B
Kopobui makcoCmiTKnsinH appeci BUPOOHMYOI AinbHWLI; 3MiHW | TUNY - NOAaHHSA OHOBIEHOTO
dapmacbloTukana cepTudikaTa BignosigHocTi €Bponeicbkint dbapmakonei Ne R1-CEP
C.A., Monbwa 1998-029-Rev 08 ans gitodoi pedoBuHM Aciclovir Big HOBOro
BMPOGHMKa
57. | 30BIPAKC™ | niodinizat ans nakcoCmiTKn Benuka makcoCwmitTKnsiiH ITanis BHECEHHS 3MiH 10 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3a UA/8281/01/01
PO34UHY ANs iHADY3in anH EkcrnopT BputaHis MaHydakTypuHr NnoAaHHS OHOBMEHOro cepTudikaTa BignoBiAHOCTI €EBpONEnChKiln peuernmom
no 250 mr; 5 Nimiten C.n.A. dapmakonei Ne R1-CEP 1998-029-Rev 07 ans gjito4oi pe4oBuHM
cnakoHiB 3 Aciclovir Big 3aTBepa)KeHoro BUpobHMKa, sk Hacnigok, aMiHa B
nioginizatom y agpeci BUpOOHNYOI AiNbHWLI; 3MiHW | TUMY - NOAAHHS OHOBMNEHOTO
KOHTYPHIi KAPTOHHI cepTudikaTa BignosigHocTi €Bponeickkinn dapmakonei Ne R1-CEP
yNakoBLi B KAPTOHHIN 1998-029-Rev 08 gnsa aitodoi pevoBuHu Aciclovir Big HOBOro
Kopobui BUpPOBHMKa
58. | IBYNPOM cycneHsisi opanbHa, tOHinao, JN CWA BUPOBHMLTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiH1X MaTepianis: BUNpPaBreHHs be3 UA/15878/01/01
ana QITen no 100 mr/5 mn no nepBuHHE Ta HigepnaHg TEXHIYHUX MOMUIIOK — MOMMIIKM MOB'A3aHi 3 nepeknagom abo peuenma
100 mn, 150 mn a6bo BTOPUHHE u/ MNonbLua nepeHeceHHsIM iHpopMaLlii Ta Pi3HOUNTAHHS Y MeXax OAHOro
200 mn y dorakoHi; no nakyBaHHs, [OKyMeHTa, siki Oynv gonyLueHi nig Yyac NnpoBeAeHHs npoueaypu
1 donakoHy y KOHTPOrb SIKOCTI, peecTpaLii nikapcbkoro 3acoby, y Cneuudikadii Ta meToauui
KOMMMeKTi 3i BMNYCK cepii BunpobyBaHHA MKA Ha nikapcbkui 3acib gnsa nokasHuka

LLINPULIOM-A03aTOPOM
no 5 MN B KAPTOHHIN

rOTOBOro NPOAYKTY:

dapmackeppa

«B'a3kicTb» Ta «KinbkicHe BU3Ha4eHHs ibynpodeHy» byno
[0MNYyLEHO NOMUIIKM NPY 3a3HaYeHHi oanHWLI BUMipY. Ta NOMUIIKK
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[IpogoBxkeHHs no1aTka 3

Ne
n/n

Haszea
JNikapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo
20
noceidyeHHs1

Kopobui

MaHydekuypiH,
C.N., IcnaHis;
BMPOGHMUTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI,
BMNyCK cepii
roTOBOrO NPOAYKTY:
damap HigepneHa
B.B., HinpepnaHau;
KOHTPOIb SIKOCTI
(3a BUHSITKOM
MikpoGionoriyHoro
KOHTPOI0), BUNYCK
cepii rotToBoro
NPOAYKTY:
dapmanigep, C.A.,
Icnanis; Bunyck
cepii roToBoro
npoaykty: TOB HOC
dapmallis,
Monbuwa;
anbTepHaTUBHA
ainbHUUA ansa
NpoBeAeHHs!
MikpobionoriyHoro
KOHTpOIto
(cybporosip 3
BUPOGHMKOM
®apmanigep, C.A.):
Bionab C.J1.,
IcnaHis

npu 3a3HaveHHi nocunanHs y Cneundikadii Ha MeToamky
BU3HAYEHHs AN nokasHukiB «KinbkKicHe BU3HAYeHHS HaTpilo
6eH3oaTy» Ta «CynpoBiaHi goMiwku ibynpodeHy (metoa 1)»,
HaTOMICTb Y METOAMLI BUSHa4YEHHS 3a3Ha4eHo NpaBuIIbHO, Lo
NpV3BOAUTL A0 Pi3HOYUTAHHSA Yy MEXax OAHOro JOKyMeHTa

59.

IBYNPOM
ansa pITen
®OPTE

cycneHsist opanbHa
no 200 mr/5 mn no 30
mn, 100 mn, 150 mn,
200 mn y drakoHi; no
1 dnakoHy B
KOMMNEKTI 3i
LLINPULIOM-A03aTOPOM,
no 5 MN B KAPTOHHIN
KopooLi

tOHinab, N

CLIA

anbTepHaTuBHa
ainbHUUA ansa
NpoBeAEHHSsI
MikpobiomnoriyHoro
KOHTPOIto
(cybporosip 3
BVMPOGHMKOM
®apmanigep, C.A.):
Biona6 C.J1.,
Icnanis; Bunyck
cepii rotoBoro
npogykty: TOB HOC
dapmallis,
MNonbLua;
BMPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE

Icnanis/
HigepnaHva
v/ Monbwa

BHECEHHS 3MiH [0 peecTpaLinHMX MaTepianiB: TEXHIYHa nomurka y
cneumnagikauii Ta MeTogax KOHTPOMKO AKOCTi — NOMUIIKM NOB'A3aHi 3
nepeknagom abo nepeHeceHHsIM iHdopMalLlii Ta pisHOUUTaHHS Y
MeXax OfHOro JOKYMEeHTa, ski Oynu gonyLleHi nig yac NnpoBeaAeHHs!
npoueaypu peectpaldii nikapcekoro 3acoby y Cneuundikauii MKA Ha
nikapcbkuin 3acib ans nokasHuka «KinbkicHe BU3Ha4YeHHs!
ibynpodeHy» 6yno gonyLieHo NOMUIKY Npyu 3a3HavyeHHi OauHULI
BMMipy. Ta MOMUIKY Npu 3a3HavyeHHi nocunaHHs y Cneundikadii Ha
MEeTOAMKY BU3HaYeHHS Ans nokasHuka «KinbkicHe BU3Ha4YeHHs
HaTpito 6eH3o0aTy», HATOMICTb Y METOAML BUSHAYEHHST 3a3HAYEHO
npaBWMbHO, L0 NPU3BOAUTL A0 PiI3HOUYMTAHHS Y MeXax 04HOro
[OKYMeHTa

be3
peuyenma

UA/15878/01/02
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
nakyBaHHS,
KOHTPOMb AKOCTI,
BUMYCK cepii
roToBOro
nikapcbKoro
3acoby: Pamap
HinepneHg B.B.,
HigpepnaHaw;
KOHTpPOIb SKOCTI
(3a BUHAITKOM
MikpoGionoriyHoro
KOHTPOSI0), BUMYCK
cepii roToBoro
npoaykKTy:
dapmanigep, C.A.,
IcnaHis;
BUPOBHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPOMb AKOCTI,
BMNYCK cepii
roToBOro
nikapcbKoro
3acoby:
dapmacbeppa
MaHydekuypiH,
C.11. IcnaHis
60. | IBYNPO®EH- | Tabnetku no 200 wmr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpauinHux maTepianis: -3MiHn | Tuny - 3MiHn be3 UA/2350/01/01
OAPHUUA no 10 TabneTok y "®apmaueBTu "®apmaueBTnyHa 3 aKkocTi. FoToBUIA nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y peuenma
KOHTYPHIill YapyHKOBIN YyHa dipma dipma "OapHuug" TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs roToBoro
ynakosui; no 1, no 2 "OapHnus" nikapcbkoro 3acoby (36inbweHHs TepMiHY NpMAATHOCTi FOTOBOrO
abo no 5 KOHTYpHUX nikapcbkoro 3acoby) - [nst ToproBoi ynakoBky (NigTBEpOXKYETLCS
YapyHKOBUX YNakoBOK OaHNMKN pearnbHoro Yacy) 36inbLIEeHHs TepMiHy NPUAATHOCTI
y nayui roToBOro Nikapcbkoro 3acoby Ha OCHOBI NO3UTUBHUX Pe3yrbTarTis
[OBroCTPOKOBMX AOCHIMKEHb CTabinbHOCTI y peanbHOMy Yaci:
3aTBepaXeHo: 2 pokn 3anponoHOBaHO: 3 POKM BBEAEHHS 3MiH
npoTArom 6-Tn MicaUiB nicns 3aTBepaXeHHs. 3MiHu | Tuny - 3miHu 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 30epiraHHsi roTOBOrO NikapCbKOro 3acoby
(3miHa y 3aTBEpOKEHOMY MPOTOKONi CTabinbHOCTI) 3MEHLLEHHS
yacToTu gocniaxkeHHs ctabinbHocTi M3 [6ynpodeH-AapHuus,
Tabnetkn no 200 Mr, Ha OCHOBI aHani3y CTaTUCTUYHUX OAHUX.
3aTBepaxeHo: KoHTponb 06pa3LioB NpoBoAnUTCs C
nepuoauyHocTbio: 0 mec., 3 mec., 6 mec., 9 mec., 12 mec., 18 mec.,
24 mec. 3anponoHoBaHo: KoHTponb 00pa3LoB NpoBOAMTCH C
nepuogmyHocTbto: 0 mec., 9 mec., 18 mec., 36 mec. BBe4eHHS 3MiH
NpPOTSIrom 6-TM MiCALIB Nicnsa 3aTBEpAXKEHHS
61. | I3IKNIH KOHUEeHTpaT ans INCEH PpaHuis BO®YP INCEH PpaHuis BHECEHHS 3MiH A0 peecTpaLinHmMxX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/14703/01/01
OpanbHOro PO34uHy, DPAPMA IHOYCTPI BHECEHO [0 iHCTPYKUIi 4Ns MegnyHOro 3acTocyBaHHA 0 po3ainy peuyenmom
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
6nunsbko 176 mn "Mob6iuHi peakuii" BiANOBIAHO MaTepianiB peecTpaLiniHoro AOCkE.
KOHUEeHTpaTy Ans BBeaeHHA 3MiH NpoTArom 3-x MicsiLiB nicnsi 3aTBepAXXeHHs
0panbHOro po34vmnHy y
NAALWLi; No 2 NASWKN
y KOMMMEKTi 3 O4HUM
CTakaH4yMKOM 3
MipHOIO FiHiEt0, Y
KapTOHHIN kopobui
62. | IBIKNIH KOHUeEeHTpaT ans INCEH DdpaHuis BO®YP INCEH PdpaHuis BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepianis: 3miHu | Tuny - 3a UA/14703/01/01
oparnbHOro Po3ynHy, PAPMA IHOYCTPI nopaxHs Hosoro CEP RO-CEP 2016-148-Rev 00 ana A®| Marhito peuernmom
6nm3bko 176 mn cynbgart, rentarigpar Big HOBOro BUPOGHMKa
KOHLIeHTpaTy Ans
0OpanbHOro Po3ymnHy y
NASWLUi; 1O 2 NASLWKN
Y KOMMAEKTi 3 0AHUM
CTakaH4yMKOM 3
MipHOI0 niHieto, y
KapTOHHI kopobuli
63. | KANNbLUEMIH TabneTku, BKpUTI TOB "bariep" YkpaiHa nepBuHHa Ta CWA BHECEHHS 3MiH [0 peecTpauiiiux maTtepianis: 3miHu || Tuny - 3mMiHK be3 UA/7110/01/01
® AIBAHC o6ornoHkoto, no 30 BTOpPMHHA 00 IHCTPYKLIii ANS MeAUYHOro 3aCTOCyBaHHS 40 po3diny peuenma
abo no 60, abo no ynakoBkKa, "3acTocyBaHHs y nepioa BariTHOCTi abo rogyBaHHsi rpyaar”.
120 TabneTtok y KOHTPOIb SIKOCTI, BBefaeHHs 3MiH NpoTsiroM 6-Tu MicsiLiB nicnsa 3aTBepAXeHHSA
cbnakoHi; no 1 [03BiN Ha BUNYCK
dnakoHy B KApTOHHIN cepii: KoHTpakT
KopooLi dapmakan
KopnopenwwuH,
CLUA;
BMPOGHMLTBO in
bulk:
KoHTpakT
dapmakan
KopnopewwH, CLUA
64. | KANbLUEMIH TabneTku, BKpUTI TOB "banep" Ykpaina nepBuHHa Ta CLWA BHECEHHS 3MiH 40 peecTpaLinHmx maTepianis: 3MmiHu |l Tuny - 3miHn bes UA/7138/01/01
® CUIbBEP o6onoHkoto, no 30 BTOPWUHHA 00 IHCTPYKLIi Ans MeguYHOro 3aCTocyBaHHs 4O po3diny peuenma
abo no 60 TabneTok y ynakoBka, "8acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyanr”.
dnakoHi; no 1 KOHTPO~b AKOCTI, BBeaeHHA 3MiH NpoTAromM 6-tn MicauUiB nicnAa 3aTBepAXeHHsA
nakoHy B KApTOHHIN [03BiN Ha BUMYCK
Kopobui cepii: KoHTpakT
dapmakan
KopnopefiiuH,
CLUA;
BUPOBHMLTBO in
bulk:
KoHTpakT
dapmakan
KopnopeniwH, CLUA
65. | KUCEHb piguHa (cybcTaHuist) y HovipHe YkpaiHa HouipHe Ykpaina BHECEHHS 3MiH 4O peecTpaLiiH1X maTtepianis: 3MiHu | Tuny - - UA/13394/01/01
MEOUYHUIA KpiOreHHOMY niaANPMEMCTBO niaANPMEMCTBO AamiHicTpaTmBHi 3MiHn. 3MiHa HanMeHyBaHHs Ta/abo agpecu
PIOKUNA pesepByapi ons «Meccep «Meccep YkpaiHa» 3asiBHUKA (BNacHMKa peecTpauiiHoro NocBigYeHHst) - 3MiHa Ha3Bwu
BUPOBHMLUTBA KUCHIO YkpaiHa» Ta agpecu 3asiBHUKA; 3MiHuM | Tuny - AgQMiHICTpaTMBHI 3MiHK. 3MiHa
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
Mean4Horo HanMeHyBaHHs Ta/abo agpecu MicLA NPOBaMXEHHS AiANbHOCTI
rasonofi6Horo BMPOGHMKa (BKIOYakoym, 3a HeobXiaHOCTI, MicLie NpoBeAeHHs
KOHTpOnto sikocTi), abo BnacHuka mactep-caiina Ha Adl, abo
nocravanbHuka AdI/BMxigHOro Matepiany/peareHTy/npoMiKHOro
NpOAyKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHMLTBI API (Ko
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponewichbkin dapmakonei y
3aTBepAKEHOMY [0Cbe, 260 BUPOOHMKA HOBOI AOMOMIXKHOI
PEYOBUHM (SIKLLIO 3a3HAYEHO Y AOCbE) - 3MiHa Ha3BM Ta agpecu
BMPOOHUKa [ito4oi pevoBuHN KnceHb MeanyHun pigkuii, 6e3 3amiHn
Micusa BUPOGHMLTBA; 3MiHN | TUny - 3MiHn 3 sikocTi. A®I. KoHTpornb
ADI (iHwWi 3miHK) - BHeCeHHs 3MiH 4o Cneumdikauii / MeToais
BunpobyBaHHA A®I, 3okpema: 3MiHa NocunaHHA Ha MeToamn
BunpobyBaHHs 3 "FTOCT 6331-78" Ha "Cneundikauisi BUpobHUKa"
66. | KUCNOTA pPO34MH ANs iHdys3in, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0O peecTpaLiiH1X maTtepianis: 3MiHu | Tuny - 3MiHn 3a UA/13836/01/01
AMIHOKANP 50 mr/mn, no 100 mn "®apmaueBTu "®apmaLeBTnyHa 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y peuenmom
OHOBA- y donakoHax; no 100 YHa dipma dipma "OapHuusa" TepMiHax npuaaTtHocTi abo ymoBax 36epiraHHs roToBOro
OAPHUUA My donakoHi, no 1 "OapHuus" nikapcbkoro 3acoby (36inbLIeHHs TEpMiHY NPMAATHOCTi FOTOBOrO
dnakoHy y nauui nikapcbkoro 3acoby) - [inst Toproeoi ynakoBku (MiATBEPOXKYETLCS
OaHVMU peanbHOro Yacy) - 36inbLIeHHs TepMiHy NPUAATHOCTI
roTOBOro fnikapcbkoro 3acoby Ha niacTasi pe3ynbTaTiB AOCHIOKEHHS
cTabinbHocTi (3aTBEpAXeHO: 2 poku; 3anponoHOBaHO: 3 POKiB)
BBeaeHHs 3MiH NpoTAroM 6-Tn MicsLiB NicNs 3aTBEPAXKEHHS; 3MiHN |
Tnny - 3MiHK 3 sikocTi. [oToBMIA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepmiHax npuaaTHOCTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (3MiHa y 3aTBepA)KeHOMY NPOTOKO
cTabiNbHOCTI) - 3MEHLLEHHS YACTOTW AOCNIAKEHHS! NPOTSrOM
3aTBepAXeHoro TepmiHy npuaartHocTi 113 Kucnota
aMiHokanpoHoBa-flapHuLS, Ha OCHOBI aHani3y CTaTUCTUYHUX SaHMX
(BBegeHHsi 3MiH NpoTAroM 6-T1 MicsAUIB Nicns 3aTBEPAXKEHHS)
67. | KNALMO® TabneTku, BKpUTI A660TT HimeyunHa A66BI C.p.n. ITanis BHECEHHS 3MiH [0 peecTpaLiiH1X maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/2920/03/01
NniBKOBOK JTaGopaTopis wono 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenmom
obonoHkoto, no 250 mbX 3MiHM 0 y3aranbHeHUX AaHnX Npo cuctemy hapmakoHarnsagy
mr; 10 TabneTok y (BBEOEHHSA y3aranbHEHUX AaHUX MPO cuctemy dapmakoHarnsgy,
6nictepi; no 1 3MiHa ynoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
6nicTepy B KapTOHHiW apmakoHarnagy; KOHTakTHoi 0cobu 3 hbapmakoHarnsay 3asiBHUKa
Kopobui ONs 30iNcHeHHs1 chapmakoHarnsaay B YkpaiHi, SKLWo BoHa BiAMIHHA
Bif] yNOBHOBaXeHOi ocobu, BignoBiganbHOi 3a 34iiCHEHHS
capmakoHarnagy (BKovar4mn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLleHHi MacTep-gaiina cucteMmmn dpapmakoHarnsay) - 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu, BianoBiganbHoi 3a
dapmakoHarnag
68. | KIOTPUMA3 | Tabnetku BariHamnbHi OpraHocuH IHAisa EBepTopxeH Iavid IHAis BHECEHHS 3MiH A0 peecTpaLinHmMX maTepianis: 3MiHu | TUNy - 3MiHK bes UA/8794/02/01
on no 100 mr, no 6 Nand CaeHcus Jlimiten y npoueci BUpoBGHMLTBA roTOBOrO fikapcbkoro 3acoby, BKMo4aym peuenma
Tabnetok y ctpuni; no | CaeHcus BT, MPOMiXHWI MPOAYKT, O 3aCTOCOBYETLCSA NPU BUPOOHULTBI
1 cTpuny 3 Ira. roTOBOrO fikapCbkoro 3acoby (He3HayHa 3MiHa y NpoLeci

annikaTopom y
KapTOHHIN nayui; no 6
TabneTok y Gnictepi;
no 1 Gnictepy 3

BMPOGHMLTBA) - BHECEHHS 3MiH Ao po3ainy 3.2.P.3. MNpouec
BMPOBHMLTBA Nikapcbkoro 3acoby, 3okpema: npoLec 3MillyBaHHS
[OMOMIDKHUX PEYOBUH PO3AINUTY Ha ABi CTajii Ta 3a3HaunTh Yac i

LUBUAKICTb 06EepTiB HA XBUIMHY NpY NepemillyBaHHs; Ha cTagii
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[IpogoBxkeHHs no1aTka 3

Ne
n/n

Haszea
JNikapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo
20
noceidyeHHs1

annikatopom y
KapTOHHIN nayui

rpaHynsuii 3a3Ha4yMTK Yac Ta LWBWAKICTb 06epTiB Ha XBUMUHY Npu
nepemillyBaHHS KOMMOHEHTIB ANs onTuMmisaii BUpo6HMYoro
npouecy; 3MiHu | Tuny - 3amMiHa po3mipy cepii (Bktoya4m gianasoH
po3Mipy cepii) roToBoro nikapcbkoro 3acoby (36inblweHHs ao 10
pasiB NOPIBHSHO i3 3aTBEPAXEHUM PO3MiPOM) - 36iNbLUEHHS
3aTBEPAXXEHOro po3Mipy cepii roTOBOro nikapcbKoro 3acoby.
3anponoHoBaHo: 500 000 TabneTok

69.

KOMMNEBIT
®

Kancynu Teepgi, no
10 kancyn y
6nictepax, no 2
Gnictepu y nayui

AT
"KUTIBCbKUW
BITAMIHHUIA

3ABOA"

YkpaiHa

AT "KATBCBKUN
BITAMIHHWV
3ABOQ"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiH1X maTtepianis: 3miHu | Tuny -
OHOBMEHHS BXXE 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS BTOPUHHOI
YMaKoBKM 3 BHECEHHSIM 3MiH O TEKCTY MapKyBaHHS. BBeaeHHs

3MiH NpoTArom 3-X MicsiLiiB nicnsa 3aTBepAXeHHs; 3MiHu | Tuny -
BUIyYEHHs1 BUpobHUKa cybcTaHuii KucnoTa ackopbiHoBa (BiTamiH
C); cynyTHA 3miHa: 3MiHa y napameTpax crneumdikauin Ta/abo

OOMNyCTUMMX MEX, BU3Ha4YeHuX y cneuudikauisx Ha Ad®l, abo
BUXIOHWI/MPOMIDKHWUI NPOAYKT/peareHT, WO BUKOPUCTOBYIOTbLCS Y

npoueci BupobHuuTBa APl - OHOBMNEHHS BXE 3aTBEPAXKEHOI
cneuudikaLii BXigHOro KOHTPOIO roTOBOTO fikapcbKoro 3acoby

BHACMiJOK BUNYYEHHSI OHOrO 3 ABOX PaHillle 3aTBEPKEHUX

BVMPOBGHWKIB; 3MiHM | TUMY - BUNy4YeHHs BUpobHMKa cybcTaHuii

PubodnasiH (Bitamin B2); 3amiHu | Tuny - po3gin «Cknag».
Binbynocsi Buny4eHHst BupobHuka cybcTaHuii LliaHokoGanamin
(Bitamit B12)

be3
peuenma

UA/2090/01/01

70.

KOHBYJIEKC

PO34MH Ans iH'ekuin,
100 mr/Mn no 5 mn B
amnyni, no 5 amnyn y
KOHTYPHIN YapyHKOBIN
ynakosui

TOB
"BANEAHT
SAPMACBIO
TIKAN3"

YkpaiHa

BUPOBHMLTBO,
nakyBaHHS1,
KOHTPOIb AKOCTI:
[.J1. dapma 'mM6X,
ABCTpis;

BUPOBHUK, LLIO
BianoBigae 3a
BUWMYCK Cepii:
[.J1. dapma 'mM6X,
ABcTpis

AscTpia

BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu |l Tuny - 3MiHn
wogo 6esnekun/edekTMBHOCTI Ta hapmakoHarnsay. BHeceHHst abo
3MmiHa(1) Ao 3000B'A3aHb Ta YMOB BUAayi peecTpauiiHoro
noceigyeHHs1, Bknovatouy MnaH ynpaeniHHS pyuankamu
(3acTocyBaHHs 3MiH(K), Ski(a) BUMaratoTb(€) NoAanbLLIOro
06r'pyHTYBaHHA HOBUMM JOAATKOBMM AaHVMMMU, LLIO MaloTb
HapaBaTUCst KOMMNETEHTHUM OPraHoM, OCKiNbKU BUMaraeTbCsi
CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoM) BrnkoHaHHs 3060B'A3aHb
BignosigHo Ao nianyHkty 1.13 nyHkTy 1 gogatky 15 go Mopsaaky
NpoBeAEeHHsT eKCnepTM3n peecTpauinHnx maTepianiB Ha Nikapcbki
3acobu, Lo NoJalTbCs Ha AepXaBHy peecTpaLio
(nepepeecTpallito), a TaKOX eKCrepTu3n maTepiarnis Npo BHECEHHSI
3MiH 0 peecTpauiiHMX MmaTtepianis NPOTArom Aii peectpauiiHoro
nocBigyeHHs1, 3atBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peuenmom

UA/6595/01/01

7.

KOHKOP KOP

TabneTku, BKpUTI
NNiBKOBOIO
060noHkot, Mo 2,5 mr
no 10 TabneTok y
6nictepi; no 3
6nicTepn y KapTOHHIN
Kopobui

Mepk Klr'aA

HimeuvunHa

Mepk Klr'aA

Himeyumnna

BHECEHHS 3MiH [0 peecTpaulinHux maTepianis: 3MiHu | Tuny - 3miHn
wofo 6esnekn/edeKkTBHOCTI Ta apmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3aranbHEeHUX AaHUX Npo cucTemy cdbapmakoHarnagy
(BBEAEHHS y3aranbHEHUX JaHUX NP0 cUCTeMy hapmakoHarnsay,
3MiHa yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
chapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsay 3asiBHUKa
ONs 30iNcHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BoHa BiAMIHHA
Bif, YNOBHOBa)eHOI 0cobu, BiANOBiAanNbHOI 3a 3A4iINCHEHHSA
thbapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cuctemun dpapmakoHarnsgy) - 3MmiHa
YyNOBHOBaXeHOi 0cobM 3asiBHVKa ANs 3AINCHEHHS
bapmakoHarnagy, 3MiHa KOHTaKTHUX JaHUX YNIOBHOBaXEHOT ocobu.
MponoHoBaHa pegakuis: Dr. Sabine Hackel. 3MiHa kOHTaKTHOI

3a
peyenmom

UA/3322/01/01




27 [IpogoBxkeHHs no1aTka 3
Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
ocobu B YkpaiHi, ynoBHOBaXXeHOi 0COOM 3asiBHVKa ANs 3AiIMCHEHHS
apmakoHarnsgy. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI ocobu.
[MponoHoBaHa pegakuin: PoctokiHa OneHa MukonaiBHa
72. | KOPBAINON® | kpanni opanbHi no 25 MAT YkpaiHa MNAT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | Tuny - 3miHa bes UA/3684/01/01
H My donakoHi 3 "dapmak” y metogax BunpobysaHHsa APl abo BuxigHoro peuenma

npo6koto-
KpanensHuueto; no 1
dnakoHy B nayui 3
KapTOHY

maTtepiany/npomiKHOro NPOAYKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuutea A®P| — Ha BUpobHUYIN nnowaaui y M.
LLlocTtka, Ans BUpOBHMLTBA Ait040i PEYOBUHM PO3YNHY MEHTOMY B
MeHTunoBomy edipi KucnoTu isoBanepiaHoBoi (Banigon), B
MeToAax KOHTPOSO AKOCTi BUXIAHOMO MaTepiany BOAW OYULLEHOT
BiaGynacb 3amiHa nokasHuka «Pe4yoBMHM, LLIO OKMUCTIOTLCS» Ha
NoKasHWK «3aranbHUi opraHiyHUA ByrfeLb» Ta 3BYXKEHHS
OONyCTUMUX MEX 3a NoKasHMKoM «[luToma enekTponpoBigHICTbY;
npuBeAeHHS METOAIB KOHTPOSO SKOCTi Ha Ljito4y PEYOBUHY PO3YMH
MEHTOINy B MEeHTMNoBoMy edipi KucnoTu isoBanepiaHoBoi (Banigon)
BMpo6HuUTBa MAT «®Papmak» 3a nokasHnkamu «CynpoBifHi
pomiwkm» Ta «KinbkicHe BU3Ha4YeHHsA» Yy BIANOBIAHICTb A0
3aTBepaxeHoro DMF; Ha BMpoGHuuin nnowaaui y m. WocTka, ans
BMPOOHMLITBA [il040T pevoBUHU eTunoBoro edipy a-
6pomisoBanepiaHOBOI KMCNOTU, B METOAAX KOHTPOSIO SIKOCTI
BMXiQHOro MaTepiany Boau ovuLLeHoi Biabynack 3amiHa nokasHuka
«PeyvyoBuHMU, LLLO OKUCIIIOKTHCAY Ha MOKa3HMK «3aranbHumn
opraHi4YHuUii ByrneLb» Ta 3BY)XXEeHHsSI ONYCTUMUX MEX 3a
nokasHnkom «luToma enekTponpoBiAHICTbY; 3MiHM | TUNY - 3MiHK 3
akocTi. A®Il. KoHTponb A®I — BUny4YeHHS BUKNagEeHHS MOBHOI
MEeTOAMKM 3a NnokasHnkom «MikpobionoriyHa YncTtoTa» B MeTogax
KOHTPOIIO Ait040i PEYOBUHM PO3YMHY MEHTOMY B MEHTUIIOBOMY
edipi KMCNoTKM i3oBanepiaHoBOI (Banifon) Ta A04AHO NOCUIAaHHS Ha
3aranbHi ctaTTi dY Oo 3aTBepakeHoro nocunaHHsa Ha EP;
BUIYYEHHS BUKNAZAEHHS MOBHOI METOAMKM 32 MOKa3HUKOM
«MikpobionoriyHa YicToTa» B METOAAX KOHTPOIIO Ail040i peYOBUHN
onito XMento Ta AoAaHo NocunaHHsa Ha 3aranbHi ctatti AdY go
3aTBEPAXEHOro NocunaHHs Ha EP; Buny4eHHs BMKNageHHs NoBHOI
MEeTOAMKM 3a nokasHnkom «MikpobionoriyHa YyncToTa» B MeTofax
KOHTPONIO Ait040i PEYOBUHU eTUMOBOro edipy a-
6pomi3oBanepiaHoBOi KMCMOTK Ta A0AAHO NOCUNAHHS Ha 3aranbHi
craTTi DY po 3aTBepaKeHOro nocunaHHsa Ha EP; Buny4veHHs
BUKNaAEHHs MOBHOI METOAMKMN 3a nokasHMkoM «MikpobionoriyHa
yncToTa» B METOAax KOHTPOSIO AiloH0oi PEYOBMHY ONito M'ATK Ta
[0[aHo NocunaHHs Ha 3aranbHi ctatTti APY fo 3aTBepaKeHoro
nocunaHHs Ha EP; aminm | Tvny - 3MiHn B npoueci Bupo6HuuTea AdI
— po ctagii 4 «OgepxaHHS Banigony ovmLLEHOro» BBOAATb
NoBTOPHY 06pobKy cybcTaHLii 3aTBEpAXEHUM METOA0M BaKyyMHOI
NeperoHKK; 3amMiHM B NpoLeci BUpOOGHMLTBA Ha BUPOOHUYIN
nrnowaaui y m. WWocTka: - ctagis 6 «MNepepobka nepLumx dpakui
eTunosoro edipy a -6pomMizoBanepiaHoBOI KUCIIOTU» (OTPUMaHWUIA
eTnnoBui edip a -6pomMizoBanepiaHoBOi KUCNOTK Big nepepobku
nerkux nepLumnx cpakuinn 06pobnsoTb BYriNmsM Ta 3MillyoTb 3
NOTOYHOK Cepieto eTunoBoro edipy a -6pomisoBanepiaHoBoi
KMCNoTu (3MillyBaHHS NpoBoAsiTb B 30ipHMKY) 3aMiHeHO: Ha
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceidYeHHs1
OTpUMaHuin eTnnosui edip a -6pomizoBanepiaHoBOi KNCMOTY Bif
nepepobku nerknx nepLumnx pakLiin 3miLLytoTb 3 MOTOYHOH CeEpIED
eTnnoBoro edipy a -6pomizoBarnepiaHoBOI KUCNOTH (3MiLLyBaHHS
npoBoAsATb B 30ipHUKY) a MoTiM 06pobnAoTb Byrinnam); - cragis 7
«[igroToBka drakoHiB» (CyLUKy nakoHiB y cyliapLi 3MiHEHO Ha
CyLLKY (hNakoHIiB Ha cTenaxax 40 NOBHOro BUCUXaHHS); 3MiHu | Tuny
- 3MiHEHO YacToTy BUNpobyBaHHs 3a nokasHukom «MikpobionoriyHa
yucToTa» B cneumdikadii Ha gjtoyy peyoBrHY eTUoBoro eqipy a -
6pomi3oBanepiaHOBOI KUCMOTK i3 BU3HAYEHOK NEPIOANYHICTIO —
nepLly Ta KOXHY AeCATY HaCTynHi cepii
73. | KOPOAPOH® | po3uvH ans iH'ekuin, TOB "CaHodi- YkpaiHa CaHodi BiHTpon dpaHuin BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3MiHu | Tuny - 3a UA/3683/01/01
50 mr/mn Ne 6: no 3 ABEHTIC IHpacTpia nogaHHs oHosneHoro CEP Ne R1 — CEP 2009 — 031 — REV 01 ans peuenmom
M B amnyni; no 6 YkpaiHa" AdI| (amiogapoHy rigpoxnopuvay) Bif 3aTBepaAXXeHoro BupobHuka. B
amMnyn B NosiMepHUX pamkax 3asiBneHoi npoueaypuv: 3amiHa agpecu BnacHuka CEP
YapyHKax Y KapTOHHIN
Kopobui
74. | KPONMUBU nmctano 50 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH JO peecTpaLinHUX MaTepianis: 3MiHu | TUny - 3MiHK be3 UA/2127/01/01
NNCTA naykax 3 BHyTPiLUHIM dapmaneBTny dapmaueBTMYHa wopao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsay - OHOBIEHHS peuenma
naketom; mo 1,5ry Ha cpabpuka abpvka "Biona" TEKCTY MapKyBaHHSI BTOPUHHOI YMaKoBKU MikapcbKoro 3acoby.
inbTp-nakeTi; no 20 "Biona" BBeaeHHsA 3MiH npoTArom 3-x MicsiliB nicnsa 3aTBepaAXeHHA
QinbTp-nakeTiB y
nayui
75. | KCONAP NOPOLUOK Anst HoeapTic LLisenuapis HoapTic ®apma LLisenyapis BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepianis: 3miHu | TUNY - 3miHa 3a UA/9055/01/01
PO3YUHY ANS iH'eKLin dapma Al LWrenH Al yMoB 36epiraHHsi roToBOro fnikapcbkoro 3acoby. BBegeHHA 3MiH peuernmom
no 75 wr; 1 donakoH 3 npoTsrom 3-x MicsiliB NicnsA 3aTBepAKEeHHSA
MOPOLLKOM Y
KOMMMEKTi 3
PO3YMHHMKOM (BOAA
ans iH'ekuin) no 2 mn
B amnynax Ne 1 B
ynakoBLi
76. | KCONAP NOpPOLLOK Ans Hosapric LLseriuapis Hosaprtic ®apma LLiseviuapis BHECEHHS 3MiH 40 peecTpauiiHuX maTtepianis: 3MiHu | TUNY - 3miHa 3a UA/9055/01/02
PO3YUHY ANS iH'eKLin dapma Al WrenH Al yMOB 36epiraHHsi roToBOro fikapcbkoro 3acoby. BBegeHHA 3MiH peuernmom
no 150 mr; 1 conakoH npoTArom 3-x MicsiLiB nicns 3aTBepAXeHHSA
3 MOPOLLKOM Y
KOMMMEKTi 3
PO34MHHMKOM (BOAA
ans iH'ekuin) no 2 mn
B amnynax Ne 1 B
ynakoBLUi
77. | Ky3Iimonon Kpanni o4Hi, 0,5%; no Hosapric LLisenuapis AnkoH Kysi, C.A. Icnarnis BHECEHHS 3MiH 4O peecTpalinHux maTepianis: 3MiHW | Tuny - 3MiHn 3a UA/2767/01/01
® 5 mMn y doriakoHi- dapma Al oo 6e3nekn/edeKkTMBHOCTI Ta apmakoHarnsgy. BeeaeHHs abo peuernmom

KpanenbHuui; no 1
dnakoHy-
KpanenbHuULi B
Kopo6Lli 3 KapTOHY

3MiHW 40 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX NP0 cUCTEMY hapmakoHarnsay,
3MiHa yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsigy; KOHTakTHoI ocobu 3 chapmakoHarnsgy 3asiBHUKa
ONs 30incHeHHst chapmakoHarnsay B YKpaiHi, SKWwo BoHa BiAMIHHA
BiJ, YNOBHOBaXXEHOT 0cO0U, BiANOBIAaNbHOI 3@ 3A4iINCHEHHS
dapmakoHarnsigy (BkoYakuy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MileHHi MacTep-davina cuctemu papmakoHarnsgy) - 3miHa
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
KOHTaKTHUX JaHMX yMOBHOBaXKeHOi ocobu, BignosigansHoi 3a
bapmMakoHarnsg. 3miHa Micust 34iNCHEHHS OCHOBHOI AisiNbHOCTI 3
capmakoHarnsgy. 3miHa agpecu mactep-ganna
78. | NEBEBPEWH | TabneTku, BkpUTi yopPna Typeuwunna | YOPIIQ MEOUUMH | TypeuuuHa BHECEHHS 3MiH A0 peecTpaLinHmx maTepianis: 3MiHu | TUny - 3MiHK 3a UA/16365/01/01
NniBKOBOK MEOVUMH INAY CAH. BE 00 IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Y Po3Ainu peuenmom
obornoHkoto, no 250 IJTAY CAH. TIODK. A.LL. "®apmakonoriyHi BnactusocTi”, "MpoTunokasaHHs", "Baaemogis 3
mr no 10 TabneTok y BE TIOX. iHLWIMMK NiKkapcbknMK 3acobamu Ta iHWi BUAW B3aemogin",
6nictepi, no 3 abo 5 A.LL. "OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepios BariTHOCTI
6nicTepiB y KapTOHHiIl abo rogyBaHHs rpyaat”, "3aaTHiCTb BNAMBATM Ha LUBUAKICTb
KopooLi peakuii Mpy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMK
MexaHiamamu", "Cnoci6 3actocyBaHHs Ta gosu", "Oitn"
(yTouHeHHs1), "MepenosyBaHHs", "MobiyHi peakuii” 3rigHo 3
iHbopMmaLlieto Woao MeanyHoOro 3acTocyBaHHs pehepeHTHOro
nikapcbKkoro 3acoby
79. | NEBEBPEWH | TabneTku, BKpUTI yoprPna TypewunHa | YOPNO MEOVUWNH | TypeuunHa BHECEHHS 3MiH 4O peecTpaLiiHNX MaTepianis: 3MiHu | Tuny - 3miHn 3a UA/16365/01/02
NNiBKOBOIO MEOMUMH ITAY CAH. BE [0 IHCTPYKLUIiT Ana MeaM4HOro 3acTOCyBaHHS y po3ainu peuenmom
obornoHkoto, no 500 INAY CAH. TIOXK. A.LL. "®apmakonoriyHi BnactmeocTi", "MpoTunokasaHHg", "Baaemopgis 3
mr no 10 TabneTok y BE TIOXK. iHLWMMK NiKapCcbKMK 3acobamu Ta iHWi BUAW B3aemoain",
6nictepi, no 3 abo 5 A.LL. "OcobnuBocTi 3acTocyBaHHA", "3acTocyBaHHs y nepios BariTHOCTI
6nicTepiB y KapTOHHIl abo rogyBaHHs rpyaat”, "3gaTHIiCTb BNAMBATK Ha LUBUAKICTb
Kopobui peakuii Npy kepyBaHHi aBTOTPAHCNOPTOM abo iHLLIUMMK
MexaHiamamu", "Cnocib 3actocyBaHHA Ta gosun”, "Oitn"
(yTouHeHHs1), "MepenosysaHHs", "MobiyHi peakuii” 3rigHo 3
iHbopmaLi€eto Woao MeanyHoro 3acTocyBaHHs pedpepeHTHOro
nikapcbKkoro 3acoby
80. | IEBEBPEWH | Tabnetku, BKpUTI yorPna TypeuunHa | YOPIO MEOUUMH | TypeuuuHa BHECEHHS 3MiH 40 peecTpaLinHmx maTepianis: 3aMiHu | TUNy - 3MiHK 3a UA/16365/01/03
NNiBKOBOIO MEOMUMH IJIAY CAH. BE 00 IHCTPYKUIiT ANna MeaMYHOro 3acTOCYBaHHS y po3ainu peuenmom
obonoHkoto, no 1000 INTAY CAH. TIODXK. A.LL. "®apmakonoriyni BnactusocTti”, "MpoTunokasanHs", "Baaemogis 3
Mr no 10 TabneTok y BE TIOXX. iHLWMMK fikapcbknMK 3acobamu Ta iHWi BUAK B3aemogiin",
6nictepi, no 3 abo 5 A.LL. "OcobnuBocTi 3acTocyBaHHA", "3acTocyBaHHs y nepioa BariTHOCTI
6nicTepiB y KapTOHHIN abo rogyBaHHs rpyaato”, "3aaTtHicTe BINMBATK Ha LUBUAKICTb
Kopobui peakuii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLIMMK
MexaHiamamu", "Cnocib 3actocyBaHHsA Ta gosun”, "Oitn"
(yTouHeHHs1), "MepenoaysaHHs", "MNobiyHi peakuii” 3rigHo 3
iHdbopmaLieto Woao MeanyHoro 3acTocyBaHHSA pedepeHTHOro
nikapcbKoro 3acoby
81. | NNIHEKC® Kancynu TBepgi no 32 CaHpos CnoBeHis BUPOBHMLTBO in CnoBeHis BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3MiHu | Tuny - be3 UA/14267/01/01
Kancynu y nakoHi; dapmacbioTik bulk, nakyBaHHs; OHOBJIEHHS BXe 3aTBEP)KEHOro TeKCTY MapKyBaHHS BTOPUHHOI peuenma
no 1 onakoHy B an3 a.4a. BUMYyCK cepii: Jlek YMaKOBKW MNikapCbKoro 3acoby, 3 BHECEHHAM HE3HAYHNX 3MiH OO0
KapTOHHiIN kopobui; no (bapmaueBTUYHa TEKCTY MapKyBaHHS
8 kancyn y 6nictepi; KoMnaHisa g.4.
no 2, abo no 4, abo
no 6 GnictepiB y
KapTOHHIN kopobui
82. | NOPATAOUH | Tabnetku no 10 wmr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3MiHn | Tuny - 3MiHn be3 UA/2191/01/01
-0APHULA no 10 TabneTok y "®apmaueBTn "®dapmaLeBTnyHa 3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y peuenma
KOHTYPHI/ YapyHKOBI YHa chipma dipma "OapHuus” TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi rOTOBOro
ynakosLi; no 1 "NapHuus” nikapcbkoro 3acoby (36inbLeHHA TepMiHy NpMAATHOCTi FOTOBOrO

KOHTYPHIN YapyHKOBIN
ynakoBLUi y nayui

nikapcbkoro 3acoby) - [1nst ToproBoi ynakoBky (NigTBEpOXKYETHCA
[aH1MKU pearnbHoro yacy) 36iMbLIeHHs TepMiHy NpUAATHOCTI
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
rOTOBOrO fiKapCbKOro 3acoby Ha OCHOBI MO3UTUMBHUX pe3ynbTaTiB
[OBroCTPOKOBMX AOCHifKeHb CTabinbHOCTI y peanbHOMy 4aci:
3aTtBepaxeHo: TepMiH NpugaTHOCTI. 2 pokn 3anponoHOBaHO:
TepMmiH npuaaTHOCTI. 3 POKN BBEAEHHSA 3MiH NPOTArom 6-Tn Micauis
nicnsi 3aTBepakeHHs. 3MiHn | Tuny - 3miHn 3 skocTi. FoToBMI
nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs roTOBOrO fikapCbKoro 3acoby (3miHa y
3aTBEpAXEHOMY NPOTOKONi CTabINbHOCTI) 3MEHLLEHHS 4acToTH
pocnigxeHHs ctabinbHocTi 113 Nopataguh-[dapHuus, Ha OCHOBI
aHanidy cTaTMCTUYHMX AaHnx. 3ateepaxeHo: KoHTponb obpasuos
ocyLecTBnsieTcs ¢ nepmoauyHocTeio: 0 mec., 3 mec., 6 mec., 9
mec., 12 mec., 18 mec., 24 mec. 3anponoHoBaHo: KoHTponb
06pa3uoB NpoBoanTCcs ¢ nepuoguyHocTtbio: 0 mec., 12 mec., 24
Mec., 36 Mec. BBeEHHS1 3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEpPOXKEHHS
83. | MAKPOLIE® NOPOLUOK ANs [xeHodapm Benvka HCIC Xeben Kutan BHECEHHS! 3MiH O peecTpaLiiHnX maTepianis: 3miHu | Tuny - 3a UA/8973/01/01
NPUroTyBaHHSA ta BpuTtaHis XyamiH AamiHicTpaTuBHi 3miHW. 3MiHa HaiMeHyBaHHSA Ta/abo agpecun peuenmom
PO34MHY AN iH eKUin, dapmacbtoTikan 3asiBHMKa (BMacHWKa peecTpaLiiHoro noceig4eHHs) - 3MiHa agpecu
500 mr/500 mr no 1 Komnari Jlimitea 3asBHMKA
abo no 5, abo no 10
dnakoHiB 3
MOPOLLIKOM Y Mayi 3
KapTOHY
84. | MAKPOLIE® NOPOLLOK Ans [hxeHodapm Benvka HCIC Xeben Kutan BHECEHHS! 3MiH 40 peecTpaLiiHnX maTtepianis: 3miHu | Tuny - 3a UA/8973/01/02
NpUroTyBaHHSA Iito BputaHis XyamiH AamiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo agpecun peuernmom
PO34MHY ANS iH eKUin, dapmacbioTikan 3asiBHUKA (BNacHWKa peecTpauiiHoro NocBigYeHHst) - 3MmiHa agpecu
1000 mr/1000 mr no 1 KomnaHi Nimiten 3asBHUKA
abo no 5, abo no 10
cbnakoHiB 3
NOPOLLKOM Y nauui 3
KapToHy
85. | MAKPOLIE® NOpPOLLOK Ans xeHodapm Benuka HCIC Xeb6em Kutan BHECEHHS 3MiH 0 peecTpaulitHux maTepianis: 3miHu | Tuny - 3miHn - UA/8972/01/01
NpUroTyBaHHs Iita BputaHis XyamiH oo 6esnekn/edpeKkTnBHOCTI Ta hapmakoHarnsgy (iHwi 3aMiHn) -
PO3YMHY ANS iH EKUiN, dapmachbtoTikan 3MiHa y MapKyBaHHi nikapcbkoro 3acoby ansi onakoHis gopmu In
500 mr/500 mr in bulk: KomnaHi Nimiten bulk; 3miHu | TNy - AgMiHicTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
no 10 abo 50, abo Ta/abo agpecy 3asiBHMKa (BMacHUKa peecTpaLinHOro noceigyeHHs)
100 dprakoHiB 3 - 3MiHa agpecy 3asiBHUKa
NOPOLLKOM Y rpynosiv
Tapi 3 KApTOHY
86. | MAKPOLIE® NOPOLLOK Ans [xeHodapm Benvka HCIMC Xeben Kutan BHECEHHS 3MiH [0 peecTpaLlinHux maTepianis: 3miHu | Tuny - 3miHn - UA/8972/01/02
NpUroTyBaHHsA Iitg BpuTaHis XyamiH wopno 6e3nekn/edpeKkTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) -
PO3YUHY ANS iH EKUIN, dapmacbtoTikan 3MiHa y MapKyBaHHi nikapcbkoro 3acoby ans cdnakoris gopmu In
1000 mr/1000 mr in Komnani Ilimiteq bulk; 3miHu | TNy - AgMiHicTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
bulk: no 10 a6o 50, Ta/abo agpecy 3asiBHMKa (BMacHUKa peecTpauiiHOro nocaigyeHHst)
abo 100 cnakoHiB 3 - 3MiHa agpecu 3asiBHUKa
NOPOLLKOM Y rpynosiv
Tapi 3 KApTOHY
87. | MAKCUOEKC | kpanni oyHi, 1 mr/mn, Hosapric LLiBenuapis AnkoH-KyBpbop Benebriga BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/10812/01/01
® no 5 mn y nakoHi- dapma Al wono 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenmom

KpanenbHuui "Opon-

3MiHM [0 y3aranbHEHWX JaHnX Npo cuctemy dapMakoHarnsgy
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
TenHep®"; no 1 (BBEAEHHSA y3aranbHEHUX AaHUX MPO cuctemy dapmakoHarnsgy,
dnakoHy- 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3AiCHEHHS
KpanenbHULi B dapmakoHarnsigy; KOHTakTHoOI ocobu 3 hapmakoHarnsgy 3asiBHUKa
Kopob6Li 3 KapTOHY Ans 34incHeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOi 0cobwu, BignoBiganbHOI 3a 34iiCHEHHS
apmakoHarnsigy (BKoYakuy KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLeHHi MacTep-daina cuctemmn dpapmakoHarnsagy) - 3MiHa
KOHTaKTHUX JaHuX yNMoBHOBaXKeHOI ocobw, BignoeiganeHoi 3a
dapmakoHarnsag. 3miHa Micus 34iNCHEHHS OCHOBHOI AiiNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-carina
88. | MAKCUTPOI | kpanni o4Hi, mo 5 mny HosapTic LLisenuapia AnkoH - KyBpbop Benebris BHECEHHS 3MiH 40 peecTpaulinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/8329/01/01
® drnakoHi-kpanenbHULi Ddapma Al wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsigy. BeegeHHs abo peuenmom
"Opon-TenHep®"; no 3MiHW A0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsagy
1 cpnakoHy- (BBEAEHHS y3aranbHEHUX AaHUX MPO cucTemy hapmakoHarnsgy,
KpanenbHuui "Opon- 3MiHa yNoBHOBaXeHOI 0cobU, BiANOBIAaNbHOI 3a 3AiNCHEHHS
TenHep®" B KOpOOUL 3 dapmakoHarnsay; KOHTakTHOI ocobu 3 hapmakoHarnsgy 3asBHUKa
KapTOHY AN 30incHeHHs dhapmakoHarnsay B YKpaiHi, SKWwo BoHa BiAMIHHA
Bifl yNnoBHOBaXeHOi ocobu, BignoBiganbHoi 3a 3aiiCHEHHS
cbapmakoHarnagy (BKIoYarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLeHHi MacTep-gaina cuctemun dpapmakoHarnsgy) - 3MiHa
KOHTaKTHUX JlaHUX YNOBHOBaXeHOI ocobu, BianoeiaansHoi 3a
apmMakoHarnsag. 3miHa Micusi 3aiNCHEHHST OCHOBHOI AiiNbHOCTI 3
dapmakoHarnagy. 3miHa agpecu macTtep-caina
89. | MEBIKAP IC Tabnetkn no 0,3 r no ToBapucTso 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 4O peecTpaLiiHnX maTepianis: 3MiHu | Tuny - bes3 UA/8823/01/01
10 Tabnetok y [00aTKOBO [00aTKOBO AaMiHiCTpaTMBHI 3MiHW. BUnydYeHHst BUPOOHUYOI AinbHULI peuenma
6nicTepi; no 2 BiANOBiAanbHi BiAMNOBIgaNbHICTIO (Bkntovaroun ginbHuL ans API, npomixxHoro Nnpoaykty abo rotoBoro
6nictepn y nayui 3 cTio "IHTEPXIM" nikapcbKoro 3acoby, AinbHuUL AN NpOBEeAEHHS NaKyBaHHS,
KapTOHY "IHTEPXIM" BMpPOOHUKa, BiAMOBIAANbLHOMO 3a BUMYCK CEepil, MicLie MPOBEAEHHSI
KOHTporto cepii) abo nocTayanbHWKa BUXIQHOrO matepiany,
peareHTy abo 4OMOMIXKHOI PEYOBUHM (SIKLLO 3a3Ha4Y€eHO Y AOCLE) -
BUITyYeHHs AinbHuLi YkpaiHa, 65080, Opecbka 06n., m.Ogeca,
Tloctpopdebka gopora, 6ya. 86, ae 3aincHOeTbCS 36epiraHHst
roToBOi NPOAYKLii, Ta BUNyYeHHs iHdbopmalii , Wwoao
MiCLiIe3HaXO4XKEHHS FOPUANYHOI 0cobu; 3MiHM | Tuny - 3MiHK 3
sikocTi. [oToBMI Nikapcbkuit 3aci6. 3MiHKM y BUpoOHUUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCH BUMYCKY Cepii Ta KOHTPOO
SIKOCTi FOTOBOrO nikapcbkoro 3acoby (3amiHa abo fonaBaHHSA
AiNbHULI, Ha AKIA 34INCHIOETBCS KOHTPONb/BUNPOGYBaHHS cepii) -
3amiHa dinbHWUb , e NPOBOANTLCS BUNPOOYBAHHS KOHTPOSO cepii :
3 AinbHUUB 3a agpecamu YkpaiHa, 65080, Opgecbka o6n., m. Opeca,
TNMoctpopdebka gopora, 6ya. 86 Ta Ykpaina, 65025, m. Opeca, 21-i
kM. CTapokuiBCbKOI Aoporu, 23 Ha AiNbHULIO 3a agpecoto YKpaiHa,
65025, m. Opeca, 21-1 kM. CtapokuiBcbkoi goporu, 40-A
90. | MEBIKAP IC Tabnetkn no 0,5 r no ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLifiH1X maTtepianis: 3MiHu | Tuny - 6e3 UA/8823/01/02
10 Tabnetok y [00aTKOBOO [00aTKOBOO AamiHicTpaT1BHI 3MiHW. BunyyeHHs BUpOOHMYOT OinbHUL peuenma
6nictepi; no 1 abo 2 BiAnoBiaanbHi BiANoOBiganbHICTIO (Bkntovatoum ginbHuui ans A®Il, npomixHoro npoaykTy abo rotoBoro
6nictepn y nayui 3 cTio "IHTEPXIM" nikapcbKkoro 3acoby, AinbHULI AN NPOBEAEHHS NaKyBaHHS,
KapTOHY "IHTEPXIM"

BMpPOOHUKA, BiAMOBIAANbLHOrO 3a BUMYCK Cepil, MicLie MPOBEAEHHSI
KOHTPOIO cepii) abo nocTayanbHMKa BUXiQHOrO matepiany,
peareHTy abo 4OMNOMiIXKHOI pe4OBMHM (SIKLLO 3a3Ha4Y€eHO Y AOChE) -
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Ne
n/n

Haszea
JNikapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo
20
noceidyeHHs1

BUINyYeHHs AinbHuLi Ykpaina, 65080, Opecbka 06n., m.Ogeca,
Tloctpopdebka gopora, 6ya. 86, Ae 3aincHOeETbCS 30epiraHHs
roToBOI NPOAYKLIi, Ta BUNyYeHHs iHdopmalii , Wwoao
MiCLIe3HaXO4XKEHHS OPUANYHOI 0cobu; 3miHM | Tuny - 3MiHK 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHKM y BUpoOHULTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOSo
SIKOCTi FOTOBOrO nikapcbkoro 3acoby (3amiHa abo goaaBaHHSA
AiNbHULI, Ha AKIA 3AINCHIOETECS KOHTPONb/BUNPOBYBaHHS cepii) -
3aMiHa AinbHUUb , A€ NPOBOAMTLCS BUNPOOYBaHHS KOHTPOIO cepii :
3 AinbHMLb 3a agpecamu Ykpaina, 65080, Opgecbka o6n., m. Opgeca,
TMoctpopdebka gopora, 6ya. 86 Ta Ykpaina, 65025, m. Opeca, 21-i
kM. CTapokuiBCbKOI AoporK, 23 Ha AiNbHULIO 3a agpecoto YKpaiHa,
65025, m. Opeca, 21-11 km. CTtapokuiBcbkoi goporu, 40-A

91.

MEMAHTUHY
riAPOXIIoOP
un

NOPOLLIOK
(cybeTaHuis) y
noAginHMX
nonieTuneHoBmx
naketax

TOB "KYCYM
OAPM"

YkpaiHa

MeracbanH dapma
(M) o

IHAis

BHECEHHS 3MiH 40 peecTpaLiiH1X maTepianis: 3MiHu | Tuny -
AnMiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NPOBAaPKEHHSA AiSNbHOCTI BUPOOHMKa (BKIOYaoum, 3a HeobxigHoCTi,

MicLe NpoBeAeHHs KOHTPOrHO sIKOCTi), abo BnacHWKa macTep-

anna Ha A®I, abo noctavanbHuka APl/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOrO NMPOAYKTY, L0 3aCTOCOBYHOTLCA Y
BMPOGHMUTBI API (SKLLO 3a3HaYeHO y AOChE Ha Nikapcbkuii 3acib)
3a BiACYTHOCTI cepTudpikata BignoBiAHOCTI €BPONENChKIN
dapmMakonei y 3aTBepaKeHOMy Jockbe, abo BUpOOHMKa HOBOI
[OMOMIKHOT peYOBMHM (SIKLLO 3a3HayeHo y A0CbE) 3MiHa agpecu
BMpOGHMKa AP| MemaHTuHY rigpoxnopua MeracdainH ®apma (1)
JItg, IHais, 6e3 3amiHn Micusi BUpobHULTBA

UA/13521/01/01

92.

ME®EHAMIH
OBA
KUCNOTA

MOPOLLIOK
(cybeTaHuis) y
nakeTax
nonieTuneHoBux Ans
dapmaueBTUYHOrO
3aCTOCyBaHHSA

NAT
"®Papmak”

YkpaiHa

LWaaHkci BaokciH
dapmactoTikan Ko.,
nto

Kutan

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
AaMiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHsA Ta/abo agpecu micus
NPOBaPKEHHS OiSNbHOCTI BUpOOHMKa (BKMOYakouu, 3a HeobxigHoCTi,

MicLie NpoBeAeHHs KOHTPOIHO sIKOCTi), abo BnacHWKa macTep-

davina Ha A®I, abo noctavansHuka AdI/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOrO MPOAYKTY, L0 3aCTOCOBYHOTLCH Y
BMPOGHMUTBI API (SKLLO 3a3HaYeHO Y AOChE Ha Nikapcbkuii 3acib)
3a BiACYTHOCTI cepTudikata BignoBigHOCTI €BPONENChKIn
dapmMakonei y 3aTBepakeHoMy Jockbe, abo BUpoOHMKa HOBOI
[OOMOMIXHOT PEYOBMHM (SIKLLIO 3a3HaYE€HO Y AOCbE) 3MiHa Ha3BM
BMpobHuka A®I , 6e3 3miHuM Micust BUpobHMLUTBA

UA/15494/01/01

93.

MIPA3EN

TabneTku, BKpUTI
NNiBKOBOIO
obornoHkoto, no 15 wr,
no 10 Tabnetok y
6nictepi, no 3
6nictepn B KapTOHHIN
Kopobui

Mikpo J1abc
NimiTen

IHAisa

Mikpo J1abc
NimiTen

IHAis

BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3miHu |l Tuny - 3MiHn
wono 6e3nekn/edeKTBHOCTI Ta dhapmakoHarnsgy. BHeceHHs abo
3MiHa(v1) Ao 30608B'A3aHbL Ta YMOB BUAadi peectpauinHoro
noceigyeHHs, Bknovatoun MnaH ynpaeniHHS pu3nkamu
(3acTocyBaHHs 3MiH(1), ski(a) BUMaraTb(€) noganbLLIOro
06r'pyHTYBaHHSi HOBUMW AOAATKOBMM AAHUMMU, LLO MAKOTh
HafaBaTUCSt KOMMETEHTHUM OPraHoM, OCKiMbKN BUMaraeTbCst
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom) BukoHaHHsi 3060B's13aHb
BignosiAaHo Ao nmignyHkTy 1.13 nyHKTY 1, MianyHKTY 2.3 NyHKTY 2
popatky 15 go MNopsiaKky NpoBeAEHHst eKCNepTN3n peecTpaLinHnx
MaTepianiB Ha nikapcbki 3acobu, Lo NofalTbCs Ha AepXKaBHY
peecTpauito (nepepeecTpallito), a TakoX eKcnepTu3n maTepianis
NpOo BHECEHHS 3MiH 0 peecTpauiiHnx MaTtepianis NpoTArom Aii
peecTpauiiHoro noceigYeHHsl, 3aTeepaxeHoro Hakasom MO3 Big

3a
peuerimom

UA/5310/01/01
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne 460).
94. | MIPA3EN TabneTkn, BKpUTI Mikpo J1abc IHgis Mikpo J1abc IHgis BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3miHu |l Tuny - 3MiHn 3a UA/5310/01/02
NNiBKOBOK NimiTen NimiTen Lwono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsigy. BHeceHHs abo | peyenmom
o6ornoHkoto, no 30 mr, 3MiHa(1) 4o 3060B'A3aHb Ta YMOB BuAadi peectpauiiHoro
no 10 TabneTok y NnocBigYeHHs, BKMNoYatouun MnaH ynpasniHHS pusmkaMmun
6nictepi, no 3 (3acTocyBaHHs 3MiH(K), Ski(a) BUMaratoTb(€) NoganbLLIOoro
6nicTepn B KApTOHHIN 06r'pyHTYBaHHS HOBMMU 404ATKOBMM OAaHMMMU, WO MaloTb
KopooLi HapaBaTUCSt KOMMNETEHTHUM OPraHoM, OCKiNbKN BUMaraeTbCst
CyTTeBa OLjiHKa KOMMNETEHTHUM opraHoM) BukoHaHHs1 3060B's13aHb
BignosigHo Ao nmignyHkTy 1.13 nyHKTY 1, MignyHKTYy 2.3 NyHKTY 2
popatky 15 go Mopsaky npoBeAeHHs ekcnepTuan peecTpaLinHnx
MaTepianis Ha nikapcbki 3acobu, Lo NoalThCs Ha AepXKaBHY
peecTpauito (nepepeecTpallito), a TakoX eKCnepTvu3n maTepianis
NpO BHECEHHS 3MiH 10 peecTpaLiiHuX MaTtepianis NpoTarom Aii
peecTpauinHoro noceigveHHs, 3aTBepaxeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne 460).
95. | MOOENIb TabneTkn, BKpUTI TeBa I3painb BUPOBHULTBO HimeuunHa/ | BHeceHHsi 3aMiH 0O peecTpauiiHnx MaTepianis: 3miHu | Tuny - 3miHn 3a UA/13449/01/01
AHTHU NNiBKOBOIO dapmaueBTika Hepo3dacoBaHoi XopBaris wopao 6esnekun/edpekTMBHOCTI Ta apmakoHarnsgy. BeegeHHs abo peuenmom
o6ornoHkot, no 21 n lHgacTpis noaykKuii, nepBMHHa 3MiHW A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsagy
Tabnetui y 6nicrepi; I1a., 13painb Ta BTOpUHHa (BBEAEHHS y3aranbHEHUX AaHUX MPO cucTemy hapmakoHarnsay,
no 1, abo no 3, abo ynakoBkKa, 3MiHa yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
no 6 Gnictepis y KOHTPOIb Cepil: chapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsay 3asiBHUKa
Kopobui Xaynt ®apma AN 30iNcHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BoHa BiAMIHHA
MioHcTep T'mbX, BiJ, YNOBHOBaXeHOI 0cobu, BiANOBiAanNbHOI 3a 3A4iINCHEHHS
HimeuumnHa; fossin dapmakoHarnsgy (BkoYauy KOHTaKTHI AaHi) Ta/abo 3miHn y
Ha BUMYCK cepii: po3MilLeHHi MacTep-gaiina cuctemun dpapmakoHarnsgy) - 3MiHa
MNIBA XpBaTcka YNOBHOBaXEHOI 0COOM 3asiBHMKA, BignoBiganbHOI 3a 30iNCHEHHSI
A.0.0., XopsarTis dapmakoHarnsgy: NponoHoBaHa pepakuis — Orit Stern-Maman.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHoi ocobn. 3miHa micus
30iICHEHHS OCHOBHOI AisANbHOCTI 3 hapmakoHarnsagy. 3miHa
HOMepy Ta agpecu macTep-ganna
96. | MOMOPOUK PO34MH Ans iH'ekuin, Bionoriwe HimevunHa Bionoriwe Himeyuunna BHECEHHS 3MiH 10 peecTpaLiiHmMx maTepianis: 3miHu | Tuny - 3miHn 3a UA/8257/01/01
A no 2,2 mn B amnyni; Xannbmitrenb Xannbmitrenb 3 sikocTi. F0TOBMIA Nikapcbkuii 3aci6. Cuctema peuenmom
KOMMO3WUTY | no 5amnyny Xeenb M'm6X Xeenb 'm6X KOHTelHep/3akynoptoBanbHui 3acib. 3miHa po3mipy ynakoBku
M KOHTYPHIN YapyHKOBIN rOTOBOrO fikapCbKoro 3acoby (3MiHa KinbKOCTi OAMHWLE (Hanpuknag

ynakosui; no 1
KOHTYPHili YapyHKOBIN
ynakoBLi B kopobuj 3
KapTOHY; No 2,2 Mn B
amnyni; no 5 amnyn y
KOHTYPHIN YapyHKOBIN
ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKku B KOpobLli 3
KapTOHY; No 2,2 Mn B
amnyni; no 5 amnyn y
KOHTYPHIN YapyHKOBIN
ynakosui; no 20
KOHTYPHMUX
YapyHKOBMX YNakoBOK

TabneTok, amnyn ToLlo) B ynakosLi:) - 3MiHa nosa Aiana3oHom
3aTBEPXXEHUX PO3MIPIB YNaKOBKM -

BBeAEHHs1 AoaaTtkoBoi ynakosku Ne 10 (5x2) , 6e3 3MiH NepBUHHOrO
nakyBarnbHOro matepiany Ta 3 BiANOBigHMMM 3MiHamMu A0 po3giny
«YnakoBka»

BBegeHHs 3MiH NpoTarom 3-x MicsauiB Nicnsa 3aTBepAXEHHS.
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
y KOpobLji 3 KAPTOHY
97. | HEKCETUH Kancynu HOBEN INAY TypeyuunHa NOBHUI LMKN TypeyunHa BHECEHHSA 3MiH O peecTpauinHMX maTepianis: 3MiHa 3asiBHUKa 3a UA/16830/01/01
KMLUKOBOPO3YMHHI CAHAI BE BMPOGHMLTBA, (BnacHuka peecTpauinHoro nocsigyeHHs) (3rigHo Hakazy MO3 Big | peyenmom
TBepai, no 20 Mr no TIKAPET BiAnoBiganbHWIM 3a 23.07.2015 Ne460); amiHn | Trny - 3miHu wono
14 kancyn y 6nictepi; A.LL. BMNYCK Cepil: 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. BeegeHHs abo 3amiHn
no 2 6nictepu B HOBEIJT INAY 00 y3aranbHeHVX AaHunx Npo cuctemy dapmakoHarnagy (BBegeHHs
KapTOHHIl ynakoBLi CAHAI BE y3aranbHeHUX AaHnX Npo cuctemy dapmakoHarnsay, aMiHa
TIOXKAPET A.LL., yNOBHOBaXeHOi 0cobu, BianoBiganbHoi 3a 34iNCHEHHS!
TypeyunHa apmakoHarnsigy; KOHTakTHOI ocobu 3 hapmakoHarnsigy 3asiBHUKa
Ans 3AiNcHeHHs dhapmakoHarnsay B YKpaiHi, SKLLO BOHa BigMiHHA
BUPOBHULTBO BifJ yNoBHOBaXeHOi ocobwu, BignoBiganbHOi 3a 34iiCHEHHS
NPOMIiXXHOro apmakoHarnsigy (BKoYaum KOHTaKTHI AaHi) Ta/abo 3miHu y
npoaykTy: nenet po3MmilLieHHi MacTep-danna cuctemn dbapmakoHarnsagy) -
DOYTNOKCETUHY: YnoBHoBaxeHa ocoba 3asiBHMKa, BignosiganbHa 3a
Ynkap Kimis Canai dapmakoHarnag: Op. Pacit CigaH (Dr. Rasit Sidan). KoHtaktHa
Be Tigxapet A.LL., ocoba B YkpaiHi ynoBHOBaXKeHOi 0CObU 3asiBHMKa ANs 3A4iNCHEHHS
TypeyunHa hapmakoHarnsgy: MukoneHko OnekcaHap Naenosuy. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHO! 0cobu. 3miHa Micusi 34iCHEHHS!
OCHOBHOI AisinbHOCTI 3 chapmakoHarnsay. 3miHa agpecu macrep-
danna
98. | HEKCETUH Kancynm HOBEIJT INAY TypeyuunHa MOBHWI LMKN TypeyuunHa BHECEHHS 3MiH 0O peecTpaLiiH1X MaTepianis: 3MiHa 3asiBHUKa 3a UA/16830/01/02
KMLLKOBOPO3YMHHI CAHAI BE BUPOBHMLTBA, (BnacHuKka peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big | peuyenmom
TBEpAi, no 40 Mr no TIOXKAPET BigNoBiganbHUN 3a 23.07.2015 Ne460); 3miHu | Tuny - 3MiHn Wwoao
14 kancyn y 6nictepi; A.LL. BMNYCK Cepil: be3nekn/edekTnBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu
no 2 6nictepu B HOBEI INAY 00 y3aranbHeHUX faHux Npo cuctemy capmakoHarnsgy (BBegeHHs
KapTOHHIN ynakoBLi CAHAI BE y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy, amiHa
TIOXKAPET A.LL., yNoBHOBaXKeHoi 0cobu, BignoBiganbHOI 3a 34iNCHEHHsI
TypeyunHa hapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsay 3asiBHUKa
AN 30iNcHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BoHa BiAMIHHA
BMPOOHULTBO BiJ, YNOBHOBaXeHOI 0cobu, BiANOBiAanNbHOI 3a 3A4iINCHEHHS
NPOMiXKHOro dapmakoHarnsgy (BkoYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
npoaykTy: nenet po3milLieHHi macTep-dhanna cuctemu dbapmakoHarnsgy) -
OYTNOKCeTUHY: YnoBHoBa)eHa ocoba 3asiBHMKa, BianoBigansHa 3a
Ynkap Kimis Canai dapmakoHarnag: Ap. Pacit CigaH (Dr. Rasit Sidan). KoHTaktHa
Be Tigxapet A.LL., ocoba B YKpaiHi ynoBHOBaXXeHOI 0CobW 3asiBHVKA OIS 34iINCHEHHS
TypeyunHa dapmakoHarnagy: Mukonerko OnekcaHgp Nasnosuy. 3MiHa
KOHTaKTHUX JaHMX YNOBHOBaXKEHOT 0COOM. 3MiHa Micus 30iNCHEHHSsI
OCHOBHOI AisinbHOCTI 3 dhapmakoHarnsaay. 3miHa agpecu mactep-
cavina
99. | HOBOKC®- TabneTku, BKpUTI OpraHocuH IHAisa EBepTopxeH Iavid IHAis BHECEHHS 3MiH IO peecTpaLiiHMX maTepianis: 3MiHu | Tuny - 3miHa 3a UA/12673/01/01
500 NNiBKOBOK Nand CaeHcus Jlimiten y napameTpax cneundikadii Ta/abo AONyCTUMUX MEX, BUSHAYEHUX peuenmom
obornoHkoto, no 500 CaeHcua MMBT. y cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIKHMI
mr, no 5 Tabnetok y Ira. npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NMPOLIeCi BUPOOHULITBA
6nicTepi; no 1 A®I (BUNYYEHHS HE3HAYHOTO NOKa3HMKa SKOCTI); CYMyTHS 3MiHa:
Bnictepy B KapTOHHIl Buny4yeHHs i3 MKA inenTtudikauii APl metogom
ynakoBLi pPEeHTreHoCcTpyKTypHOro aHanidy (XRD)
100. | HOBOKC®- TabneTku, BKpUTI OpraHocuH IHais EBepTomxeH Nand IHgis BHECEHHS 3MiH 40 peecTpauiiHnX maTtepianis: 3MiHu | TUNY - 3miHa - UA/12674/01/01
500 NniBKOBOO TNand CaeHcns Jliviteq y napameTtpax crneuudikauin Ta/abo JonycTMMUX MEX, BUSHAYEHNX
o6onoHkoto, no 500 CaeHcua [MBT. y cneuudikauisx Ha ADI, abo BUXiAHNIA/MPOMIXHMIA
Mr in bulk: no 1000 J1a. npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y MpoLieci BUpoOHULTBA
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceidYeHHs1
TabneTok y A®| (BUNYYEHHS HE3HAYHOIO NOKa3HMKa SKOCTI); CyrMyTHS 3MiHa:
noABiIMHOMY nakeTi; BunyyeHHst i3 MKA ineHTudikauii APl metogom
no 1 nakety B PEHTreHOCTPYKTYpHOro aHanisy (XRD)
KapPTOHHIN ynakoBLii
101. | HOBOKC®- TabneTkn, BKpUTI OpraHocuH IHgis EBepTomxeH Navid IHgis BHECEHHS 3MiH 10 peecTpaLiiHMX maTepianis: 3MiHu | Tuny - 3miHa - UA/12674/01/02
750 NNiBKOBOIO Tand CaeHcus JlimiTeq y napameTpax cneundgikaii Ta/abo 4oNyCTUMUX MEX, BUSHAYEHUX
obornoHkoto, no 750 CaeHcna MMBT. y cneuudikauisx Ha A®I, abo BUXiAHNI/MPOMIKHUI
Mmr in bulk: no 1000 nTo. NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHuuTBa
TabneTok y AD| (BUNYyYEHHS HE3HAYHOrO MOKa3HMKa SIKOCTI); CyMyTHS 3MiHa:
NnoABIMHOMY NakeTi; BUnyyeHHs i3 MKA igeHTudikauii A®l metogom
no 1 nakety B peHTreHoCTPYKTypHOro aHanisy (XRD)
KapTOHHIN ynakoBLi
102. | HOBOKC®- TabneTku, BKpUTI OpraHocuH IHAisa EBepTopxeH Iavid IHAis BHECEHHS 3MiH IO peecTpaLiiHMX maTepianis: 3MiHu | Tuny - 3miHa 3a UA/12673/01/02
750 NniBKOBOK Nand CaeHcus Jliviten y napameTpax cneundikadii Ta/abo AoNyCTUMUX MEX, BUSHAYEHUX peuenmom
obonoHkoto, no 750 CaeHcus lNBT. y cneuudpikauisix Ha A®Pl, abo BMXigHUA/NPOMIXHWIA
mr, no 5 TabneTok y ITa. nNpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NMPOLIECi BUPOOHULITBA
6nicTepi; no 1 A®| (BUNYyYEHHS HE3HAYHOTO NOKa3HMKa SKOCTI); CyMyTHS 3MiHa:
6nicTepy B KapTOHHiW BuUnyyeHHs i3 MKA igeHtudikauii A®l metogom
ynaKkoBLi PEHTreHoCTpyKTypHOro aHanisdy (XRD)
103. | OTO®PA Kpanni BYLLUHi, PO34MH, JTaGopaTopii DdpaHuis JTaGopaTopii dpaHuin BHECEHHS 3MiH 10 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3a UA/2690/01/01
26 mr/mn (20000 MO/ Bywapa Bywapa Pekoppaari OHOBIEHHS 3aTBEPAXKEHOro TEKCTY MapKyBaHHS NEPBMHHOI Ta peuernmom
mn) no 10 mny Pekopgaari BTOPUWHHOI YNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM 3MiH [0
dnakoHi, rno 1 TEKCTY MapKyBaHHS
dnakoHy 3 MineTkot y
KapTOHHI kopobui
104. | OTPUBIH crnpen HasanbHUi, Hosapric LLseriuapis Hosapric LLiseviuapis BHECEHHS 3MiH 4O peecTpaLiiH1X maTtepianis: 3MiHu | Tuny - be3 UA/13560/01/01
EKCTPA Aososanui no 10 mn KoHcbromep KoHcbtomep Xenc AgmiHicTpaTusHi 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micua | peuenma
y donakoHi 3 Xenc CA CA nNpoBapKeHHs AiSnbHOCTI BUPOOHMKa/imnopTepa roToBoro
003Y4nUM nikapcbKkoro 3acoby, BkNoYarum AinbHULI BUNYCKy cepii abo micue
npuctpoem; no 1 NpoBeAEHHSA KOHTPOIIO SKOCTI. (AISNbHICTb, 3a AKy Bignosigae
nakoHy B KApTOHHIN BMPOGHMK/IMNOpPTEp, BKIOYaouM BUMYCK Cepiii) - 3MiHa agpecun
nauui BMpoGHMKa HosapTic KoHcblomep Xenc CA, LUseiuapisi, 6e3 3miHn
Micus BMpobHuuTBa (BBEAEHHSA 3MiH NpoTArom 6 micsAuis 3 gatu
3aTBepAXEHHs); 3MiHu | Tuny - 3miHKn Wwoao 6esnekn/edeKTUBHOCTI
Ta pbapmakoHarnsgy (iHwi 3miHW) - 3aMiHa rpadivHoro
0hbOpMINEHHS NEPBUHHOI Ta BTOPMHHOI YNaKOBOK Ha TEKCT
MapKyBaHHS YNakoBOK 3 BiAMNOBiAHUMW 3MiHamu Ao po3ainis MKA
13 (po3gin «IpadiyHe opopMMeHHsi» 3aMiHEHO po3ainom
«MapkyBaHHs») BBeeHHs 3MiH npoTarom 6 Micauis 3 Aatu
3aTBEPOXKEHHS
105. | MAKNITAKCE | koHueHTpaT ons Awmakca Benvka KOHTPOrb Ta HimeuyunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHux maTepianis: 3miHu | Tuny - 3MiHK 3a UA/15145/01/01
1 AMAKCA PO34UHY ANs iHDY3in, dapwma 1T BputaHis BUWMYCK Cepii: Pecny6bnika oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHn). peuernmom
6 mr/mn no 5 mn, 16,7 AkBiga Mv6X, Kopesi/ OHOBMEHHS BXe 3aTBEPAXXEHOro TEKCTY MapKyBaHHS NEPBUHHOI Ta
mn abo 50 mn'y HimevyuunHa HimeuyunHa BTOPVHHOI yNakoBku. BBegeHHs 4OOATKOBOro TEKCTY MapKyBaHHS

dnakoHi; no 1
nakoHy B KApTOHHIN
KopooLi

BMPOGHMLUTBO in
bulk, nepBuHHe Ta
BTOPWHHE
naKkyBaHHS:
CamsiHr
Biocapmac’oTiken

YKPaiHCBbKOIO Ta aHrMifnCbKo MOBaMM Ha BTOPWHHIW Ta NEPBUHHIN
ynakoBLi nikapcbkoro 3acoby no 5 mn, 16,7 mn, 50 mn
(3aTBEpAXKEHWUI TEKCT MapKyBaHHS NEPBUHHOI YNaKOBKN
YKPaiHCbKOK MOBOIO Ta BTOPVHHOI YNaKOBKW YKPAiHCBKOIO i
aHmMmincbko). BBeaeHHs 3MiH NpoTarom 6-Tn MicauiB nicns
3aTBEPAKEHHS.
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
3 KopriopeiiLuH,
Pecny6nika Kopes
BUPOGHMLTBO in
bulk, nepsuHHe
naKyBaHHs:
OnkoTek ®apma
MpogaykuioH MvbX,
HimewyuunHa
BTOPUHHE
naKkyBaHHS:
Komdpacc MmbX,
HimevyuunHa
BTOPUHHE
nakyBaHHs:
BeHyc ®apma
'm6X, HimeuunHa
106. | MAKNITAKCE | koHueHTpaT ons Mictpan Benvka AkTasic ITanis ITanis BHECEHHS 3MiH 0O peecTpaLiiH1X maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/13988/01/01
N-BICTA PO34UHY ANs iHdY3in, Kenitan BputaHis C.nA. oo 6e3snekn/edeKkTMBHOCTI Ta apmakoHarnsgy. BeeaeHHs abo peuenmom
6 mr/mn no 5 mn (30 MeHegXmeHT 3MiHM [0 y3aranbHeHVUX AaHnX Npo cuctemy hapmakoHarnagy
Mmr) a6o no 16,7 mn TimiTen (BBEAEHHS y3aranbHeHUX AaHnX Npo cuctemy hapmakoHarnagy,
(100 wmr), abo no 25 3MiHa yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
mn (150 mr), abo no dapmakoHarnsigy; KOHTakTHoi ocobu 3 chapmakoHarnsgy 3asiBHUKa
43,33 mn (260 wmr), ONs 30incHeHHst chapmakoHarnsay B YKpaiHi, SKWwo BoHa BiAMIHHA
abo no 50 mn (300 BiJ, YNOBHOBaXXEHOT 0cobU, BiANOBIiAaNbHOI 3@ 3A4iINCHEHHS
Mr) y donakoHi; no 1 dapmakoHarnsgy (BkoYakum KOHTaKTHI AaHi) Ta/abo 3miHn y
dnakoHy B KApTOHHIN po3MilweHHi MacTep-davina cuctemu papmakoHarnsgy) - 3miHa
Kopobui YNOBHOBAXEHOI 0cobM 3asiBHMKA, BignoBiganbHOI 3a 30iNCHEHHSI
apmakoHarnsgy: NponoHoBaHa pepakuis — CoTHikoBa CiTnaHa
BikTopiBHa. 3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXeHO! ocobu,
BiANOBiAaNbHOI 3a 34iNCHEHHsT hapmakoHarnsay. 3miHa micus
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3 hapmakoHarnagy. 3MiHa agpecu
mMacTep-gavna cucteMu papmakoHarnsgy
107. | MAKNITAKCE | koHueHTpaT onsa Mictpan Benvka AkTaBic ITanis ITanis BHECEHHS 3MiH [0 peecTpaLiiH1X maTtepianis: 3miHu | Tuny - 3MiHn - UA/13989/01/01
N-BICTA PO34MHY NS iHDY3in, Kenitan BpuTtaHis C.nA. wono 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
6 mr/mn in bulk: no 5 MeHepxmeHT 3MiHM 0 y3aranbHeHUX AaHnX Npo cuctemy hapmakoHarnagy
M (30 Mr) y dorakoHi; Timiten (BBEOEHHSA y3aranbHEHUX AaHUX MPO cuctemy dapmakoHarnsgy,

no 180 dnakoHiB y
KapTOHHIN kopobui; in
bulk: no 16,7 mn (100
Mr) a6o no 25 mn
(150 mr) y cdonakoHi;
no 100 cdnakoHiB y
KapTOHHIM kopobui; in
bulk: no 43,33 mn
(260 wmr) abo no 50
mn (300 mr) y
dnakoHi; no 150
PNakoHIiB y KApTOHHIN
Kopobui

3MiHa ynoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
apmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsay 3asiBHUKa
ONs 30iNcHeHHs1 chapmakoHarnsaay B YkpaiHi, SKLWo BoHa BiAMIHHA
Bif] yNoBHOBaXeHOi ocobwu, BignoBiganbHOi 3a 34iiCHEHHS
capmakoHarnagy (BKovar4mn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLleHHi MacTep-ganina cucteMmmn dpapmakoHarnsaay) - 3MiHa
yrNoBHOBaXeHOoi 0cobu 3asiBHUKa, BigMNoBiAanbHOI 3a 34iiCHEHHS
dapmakoHarnsgy: NponoHoBaHa peaakuis — CoTHikoBa CBiTnaHa
BikTopiBHa. 3MiHa KOHTaKTHUX AaHWX yMOBHOBaXeHOoi ocobw,
BiANoBiganbHoI 3a 3aiicHeHHA dhapmakoHarnsgy. 3miHa micus
3AiNCHEeHHS OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy. 3miHa agpecu
MacTep-arina cucteMu papmakoHarnsgy
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
108. | MAHTOMNPA3 | nopoLuok Ans piH BisHec LLiBenuapis PetoHr KuTaricbka BHECEHHS 3MiH [0 peecTpaLinHMxX maTepianis: 3MiHu | Tuny - 3a UA/16464/01/01
40 NPUroTyBaHHSA ContowHa CA dapmacboTukan HapogHa AnMiHiCTpaTUBHI 3MiHW. 3MiHa Ha3BK nikapcbKoro 3acoby - peuenmom
PO34MHY AN iH exuin Ko., NnTA4. Pecny6bnika 3aTtBepaxeHo: NAHTOIMPA30I 3anponoHosaHo: NMAHTOIMNPAS
no 40 mr no 1 40; 3miHum | TMny - 3MiHKM Wopo 6e3nekn/edpeKTUBHOCTI Ta
nakoHy 3 NOPOLLKOM hapmakoHarnsgy (iHwi 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS
ONS NPUroTyBaHHS woao Haseu J13 Ta pegaryBaHHs iHpopmalii
PO34MHy Ans iH'eKkuin
Y KAPTOHHIl Kopobui
109. | MAHTPANIC TabneTtku CAHBESA ABcCTpis [xy6inaHT IHgis BHECEHHS 3MiH 40 peecTpauiiiux matepianis: 3MiHun | Tuny - 3miHn 3a UA/16008/01/01
® KVLLIKOBOPO34MHHI MO JIAB T'mbX Ibxenepike J1a. woao 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHN) peuernmom
40 wr, no 7 TabneTok OHOBMEHHS BXXe 3aTBEPXEHOr0 TEKCTY MapKyBaHHsI NePBUHHOI Ta
y 6nicTepi; 2 abo 4 BTOPVHHOI YNAKOBKM 3 BHECEHHSAM 3MiH 40 TEKCTY MapKyBaHHS.
GnicTepun y KapTOHHiW BBeneHHs1 3MiH NpoTsirom 6 MicsILiB Micnsi 3aTBEPOXKEHHS.
navui
110. | MEHTAITH Tabnetkn, no 10 ToBapucTBo 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0O peecTpaLiiH1X maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/8694/01/01
IC® TabneTtok y 6nictepi, [0[aTKOBO [0[aTKOBO 3 gKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHn y BUpoGHMLUTBI. 3MiHa | peyenmom
no 1 6nictepy B nayui BiANOBiAanbHi BiANOBIgaNbHICTIO iMnopTepa/aMiHu, L0 CTOCYIOTBCS BUNYCKY Cepii Ta KOHTPOSO
3 KapToHy; no 10 cTH0 "IHTEPXIM" SIKOCTi rOTOBOrO nikapcbkoro 3acoby (3amiHa abo goaaBaHHS
TabreTok y bnicrepax "IHTEPXIM" AiNbHULI, Ha AKIN 3AINCHIOETECSA KOHTPONb/BUNPOGYBaHHSA cepii) -
3aMiHa AinbHUUb , Ae NPOBOAMTLCS BUNPOGYBaHHS KOHTPOIO cepii :
3 AinbHUUB 3a agpecamu YkpaiHa, 65080, Ogecbka o6n., M. Ogeca,
JToctoopdhebka gopora, 6ya. 86 Ta Ykpaina, 65025, m. Ogeca, 21-n
kM. CTapokuiBcbkoi goporu, 23 Ha AinbHULI0 3a agpecoto YkpaiHa,
65025, m. Opeca, 21-11 km. CtapokuiBcbkoi goporu, 40-A; 3miHu |
TMny - AOMiHICTpaTVBHI 3MiHW. BunyyeHHsA BUpOGHMYOT AinbHUL
(Bkntovaroun ginbHuL ans API, npomixxHoro Nnpoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHuUL AN NpOBEeAEHHS NaKyBaHHS,
BMpPOOHUKa, BiAMOBIAANbLHOMO 3a BUMYCK CEepil, MicLie MPOBEAEHHSI
KOHTporto cepii) abo nocTayanbHWKa BUXIQHOrO matepiany,
peareHTy abo 4OMOMIXKHOI PEYOBUHM (SIKLLO 3a3Ha4Y€eHO Y AOCLE) -
BUITyYeHHs AinbHuLi YkpaiHa, 65080, Opecbka 06n., m.Ogeca,
Tloctpopdebka gopora, 6ya. 86, ae 3aincHOeTbCS 36epiraHHst
roToBOi NPOAYKLii, Ta BUNyYeHHs iHdbopmalii , Wwoao
MiCLIE3HaXOMKEHHS OPUANYHOI 0cobu
111. | NEPTYCUH cupon, no 50 r abo no TOB YkpaiHa TOB "TepHodapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHmx maTepianis: 3miHu | Tuny - 3miHn 6e3 UA/8883/01/01
100 r y donakoi; no 1 "TepHodpapm" 3 gKocTi. [oToBMI nikapcbkui 3aci6. Cuctema peuenma

dnakoHy B nayi 3
kapToHy; no 50 r abo
no 100 r y cpnakoHax;
no 200 r y cprnakoHi
nonimepHomy; no 1
dnakoHy
noniMepHomy B navui
3 KapTOHY

KOHTelHep/3akynoptoBanbHui 3acib. 3miHa po3mipy ynakoBku
roTOBOroO fikapcbkoro 3acoby (3miHa macu/o6'emy BMICTY
KOHTenHepa 6aratogo3oBoro nikapcbkoro 3acoby ans
HenapeHTepanbHOro 3acTocyBaHHs (abo 0gHOA030BOrO,
4YacTKOBOro BUKOpUCTaHHs1)) CynyTHs 3MiHa - 3MiHK 3 SIKOCTi.
[oToBMI Nikapcbkuin 3acib. Cuctema KoHTeHep/3aKkynoptoBanbHUn
3aci6. 3MiHa y NepBUHHIN yNakoBLi rOTOBOrO fikapCbKoro 3acoby
(Tun KoHTeliHepa abo JogaBaHHA HOBOrO KOHTelHepa) - Teepai,
M’SIKi Ta HECTepWIbHi piaki Nnikapcbki popmu - BBEAEHHSA 40AaTKOBOI
ynakoBku no 200 r y donakoHi nonimepHoMmy, 3akyrnopeHoMy
KPULLIKOIO 3 KOHTPOSEM NEPLLOro PO3KPUTTS B NaYLi 3 KApTOHY
(dbnakonu Tuny PrP-200-1, (Pr1P-200), 3akynopeHi Kpukamm 3
KOHTponem nepiuoro po3kputta KP3-25 (P-25-K3)) 3 BignosigHumu
3MiHamu y cneumdikaLii/MmeTogax KoHTponto sikocTi n. «Maca BmicTy
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
KOHTeNHepay Ta p. «YnakoBka». (3aTBepaxeHi ynakoBku no 50 r Ta
no 100 r y donakoHax CKMsiHUX 3 FBUHTOBOIO FOPIIOBUHOM
3aKyrnopeHi Npobkamu i kpukamu). 3MiHM BHECEHI B IHCTPYKLUito
AN MeQU4YHOro 3acTocyBaHHs y p. "YnakoBka" 3 BignoBigHMu
3MiHaMU B TEKCTi MapKyBaHHS YNaKOBOK.
112. | MNIPAUETAM pO34MH Ans iH'ekuin, MAT YkpaiHa MAT "Tanuucdapm" Ykpaina BHECEHHS! 3MiH 40 peecTpaLiiHuX maTtepianis: 3miHu | TUny - 3miHa 3a UA/0901/01/01
200 mr/mn, no 5 mn B "Manuydapm” napameTpiB cneundikauivi Ta/abo AoNyCTUMMX MEX rOTOBOrO peuernmom
amnyni; no 5 amnyn y nikapcbkoro 3acoby - BunyyeHHs 3i Cneuudikauii Ta MeToanku
KOHTYPHIil1 YapyHKOBIN BunpobyBaHHs MKA po3ainy «AHOManbHa TOKCUYHICTbY; CynyTHS
ynakosLi; no 2 3MiHa: 3MiHa y meTogax BUNpobyBaHHSA rOTOBOrO NiKapCbKoro
KOHTYPHi YapyHKOBI 3acoby (iHwWi 3amMiHn y MeTogax BUNpobyBaHb (BKMOYa4n 3amiHy
YNaKoBKW y nayuj ab0 JONOBHEHHS))
113. | MONIAEKCA Kpanni BYLLHi, PO34MH, INabopaTopii PpaHuis INabopaTopii PpaHuis BHECEHHS 3MiH A0 peecTpaLinHmMxX maTepianis: 3MiHu | TUNYy - 3MiHK 3a UA/2699/01/01
no 10,5 mny Bywapa Bywapa Pekopaarti BHECEHi B TEKCT MapKyBaHHS BTOPUHHOI YNaKOBKW MikapCbKOro peuenmom
nakoHi, no 1 Pekoppaari 3acoby y p. 2.KINbKICTb AI0YOI PEYOBWHW (Cknag).
dnakoHy 3 nineTko B BBeaeHHA 3MiH NpoTArom 3-x MicsiLiB nicnsi 3aTBepAXXeHHs
KapTOHHIN kopobui
114. | MNPONIA® PO34UH ANS iH'eKLii, AvpxeH Higepnang BupobHuk CLiA/ BHECEHHS 3MiH 4O peecTpauinHux maTepianis: 3miHW | Tuny - 3miHn 3a UA/12077/01/01
60 mr/mn no 1 mn €spona b.B. n Hepo3gacoBaHoi HinepnaHg oo 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo | peyenmom
PO3YUHY B CKMSIHOMY NpoAYKUii: " 3MiHW 00 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
nonepeaHLo AvpxeH (BBEAEHHS y3aranbHEHUX AaHWX MPO cuctemy dapmakoHarnagy,
HanoBHEHOMY LLNPUL MaHydekuypiHr 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3AiCHEHHS
3 rONKOK, 3aKPUTO Nimiten, CWA; dapmakoHarnsigy; KOHTakTHoI ocobu 3 hapmakoHarnsgy 3asiBHUKa
KOBMayKkoM, i3 BupobHuk ans Ans 3AiNCHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BiAMiHHA
3aXUCHUM MPUCTPOEM nakyBaHHs Ta Bif, YNOBHOBa)XeHOT 0co0U, BiANOBIiAaNbHOI 3@ 34iICHEHHS
Bi BMNagKoBOro BUMYCKY cepii: dapmakoHarnsigy (BkoYayy KOHTaKTHI AaHi) Ta/abo 3miHn y
yKOny ronkoto; no 1 AmvaxeH €spona po3MileHHi MacTep-canna cuctemu papmakoHarnsgy). 3miHa
nonepeaHL0 b.B., Hinepnangmn KOHTaKTHOT 0COBM 3 hapMakoHarnsay 3asiBHUKA Anst 34iNCHEHHS
3anoBHEHOMY LINpuLy apmakoHarnsgy B YkpaiHi: gitova pegakuis — BitkoBcbka TeTsHa
3 3aX1CHUM BitaniiBHa; nponoHoBaHa pepakuis — TepeHTbeB OnekcaHap
NPUCTPOEM B FOpinoBunY. 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI ocobu 3
6nictepi; no 1 dapMakoHarnagy 3asiBHUKa Ans 34iNCHeHHs papmakoHarnsgy B
Bnictepy B KOPTOHHIN YkpaiHi. 3miHu Il Tuny - 3miHn woao 6esnekn/edpekTmBHOCTI Ta
Kopobui; no 1 mn dapmakoHarnsgy. BHeceHHs abo 3MiHa(n) o 30608B's3aHb Ta yMOB
PO34MHY B CKNSAHOMY BMAaYi peecTpauinHoro noceigveHHs, Bktovaoum NnaH ynpasniHHA
nonepegHL0 pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a) BMMaratoTb(€) noganbLLoro
3aMoBHEHOMY LUMPUL 06r'pyHTYBaHHA HOBUMMW JOAATKOBMM AaHVMMMU, LLIO MaloTb
3 FONKOI0, 3aKpUTOHD HagaBaTUCst KOMMETEHTHUM OPraHOM, OCKINbKN BUMaraeTbCsi
KoBnaykom; no 1 CyTTEBA OLjiHKa KOMNETEHTHUM opraHoM).BrukoHaHHs 30608B's3aHb
nonepeaHL0 BiANOBIAHO A0 NignyHKTy 2.3 NyHKTY 2 gogatky 15 o MNopsaky
3anoBHEHOMY LINpuLy NpoBeAEeHHsT eKCNepTU3N peecTpauinHnX maTepianiB Ha Nikapcbki
B bnictepi abo 6e3 3acobu, Lo NogalTbCs Ha AepXaBHY peecTpaLio
6nictepa, (nepepeecTpallito), a TaKOX ekcrepTuan maTepiarnis Npo BHECEHHSI
nomieHomy B 3MiH 0 peecTpauiiHuX MmaTtepianis NPOTArom Aii peectpauiiHoro
KapTOHHY KOPOOKy; Mo nocBigyeHHs1, 3aTBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne 426
1 MN po34mMHy B (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
CKNSIHOMY (OraKoHi;
no 1 cnakoHy B
KapTOHHI kopobui
115. | PAHOCTOMN® | ma3b 10 % no20r MPAT YkpaiHa MPAT YKpaiHa BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3miHu Il Tuny - be3 UA/8650/01/01
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
abo no 40 r, abo no "®ITOPAPM" "®ITOPAPM" BBEOEHHA foaaTkoBoro BMpobHuka ansa A®I MNosigoH-noa peuernma
100 r y Ty6i; no 1 TyGi
B NayLi 3 KapTOHY
116. | PEKTOAENb | cynoawuTopii Tpommcaopd Himeuunna Tpommcaopdd HimeyunHa BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/0685/01/01
T100 pektanbHi no 100 wr, & M6X eHp, 'M6X eHp Ko. KIM wono 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenmom
no 2 abo no 6 Ko. KI 3MiHM 0 y3aranbHeHUX AaHnx Npo cuctemy hapmakoHarnsagy
CynosuTopiie y (BBEAEHHSA y3aranbHEHUX AaHUX MPO cuctemy dapmakoHarnsgy,
6nictepi; no 1 3MiHa ynoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
6nictepy B KapTOHHIl apmakoHarnsigy; KOHTakTHOI ocobu 3 hapmakoHarnsigy 3asiBHUKa
Kopobui ONns 30incHeHHs1 chapmakoHarnsaay B YKpaiHi, SiKLWo BOHa BiAMIHHA
BifJ yNoBHOBaXeHOi ocobwu, BignoBiganbHOi 3a 34iiCHEHHS
apmakoHarnsigy (BKoYaum KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLleHHi MacTep-gaiina cuctemmn dpapmakoHarnsagy) - 3MiHa
yrnoBHOBaXeHOoi ocobu 3asiBHUKa, BignoBiganbHOI 3a 34iiCHEHHS
dapmakoHarnagy: lNMponoHoBaHa pegakuis: Petra Gerecke. 3miHa
KOHTaKTHUX AaHWX YMOBHOBaXEHOI 0cobu
117. | PEKTOOENDb cynosuTopii Tpommcaopd HimevunHa Tpommcaopdpd Himeyumnna BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/0685/01/01
T100 pekTtanbHi no 100 mr ¢ MvbX eHp M6X eng Ko. KIr wopao 6esnekun/edpekTMBHOCTI Ta apmakoHarnsgy. BeegeHHs abo peuenmom
no 2 abo no 6 Ko. KI 3MiHM [0 y3aranbHEeHUX AaHUX Npo cucTemy bapmakoHarnsgy
CcynosuTopiis y (BBEAEHHS y3aranbHEHUX AaHUX MPO cucTemy hapmakoHarnsay,
6nictepi; no 1 3MiHa yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
Onictepy B KapTOHHIl dapmakoHarnsay; KOHTakTHOI ocobu 3 chapmakoHarnsgy 3asBHUKa
Kopobui AN 30iNcHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BoHa BiAMIHHA
BiJ, YNOBHOBaXeHOI 0cobu, BiANOBiAanNbHOI 3a 3A4iINCHEHHS
chapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-gaiina cuctemun dpapmakoHarnsgy) - 3MiHa
KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHOI 3a 30iICHEHHS
dapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis: TpeT sk
INapuca BaneHTuHiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaAKTHOI 0cobu
3as1BHVKa, BigNoBiAanbHOI 3a 34iNCHEHHs hapmakoHarnsay B
YKpaiHi
118. | PETPOBIP™ PO34mMH opanbHui, 10 BiiB Xenckep Benuka makcoCwmitTKnsiiH KaHapa BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepianis: 3miHu | Tuny - 3a UA/0232/03/01
mr/mn no 200 mn y HOK Jimiten BputaHis IHK. Buny4YeHHs BupobHuka ST Pharm Co Ltd., MNiBaeHHa Kopes gitoyoi peuernmom
donakoHi; no 1 PEYOBUHM 3MAOBYAVH; 3MiHM | TUNY - BUNyYeHHs BUpobHuka The
dnakoHy pasom i3 Wellcome Foundation Limited, Benuka BpuTaHis gito4oi pe4yoBuHu
wnpuuem ans 31MO0BYAMH; 3MiHU | TUNY - NpuBeAeHHs cneumndikauii Ha gitovy
[03yBaHHs 06'eMOM pPeYvOoBUHY 31A0BYAMHY Y BignoBiaHicTb Ao R1-CEP 2005-063-Rev
10 MNn y KapTOHHIN 02, a came BBEAEHHSI TECTY «3anuLLKOBI KiNlbKOCTi OpraHiYHnx
Kopobui pO34MHHUMKIB. ETnn auetat»
119. | PUFEBIAOH TabneTkn, BKpUTI BAT "lepneoH YropwuHa BAT "lepneoH YropwuHa BHECEHHS 3MiH A0 peecTpaLinHmMx maTepianis: 3MiHu | TUNy - 3MiHK 3a UA/2778/01/01
o6onoHkot, no 21 PixTep" PixTep" 00 IHCTPYKUIT ANs Mean4HOro 3aCTOCYBaHHS Y po3ainu peuenmom

TabneTtui B bnictepi,
no 1 abo 3 6nictepu y
nayuj

"®apmakoTepaneBTnyHa rpyna" (yTOYHEHHSI Ha3sw),
"®apmakonoriyni BnactusocTti”, "MpoTunokasaHHs", "Baaemogis 3
iHWKMMK NikapcbkrMK 3acobamu Ta iHLWi BUAY B3aemogin”,
"OcobnumBocTi 3acTocyBaHHA", "3acTocyBaHHS y nepiog BariTHOCTi
abo rogyBaHHsA rpyaar”, "3aaTHicTe BNAMBATK Ha LWBUAKICTb
peakuii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMK
mexaHismamun", "Cnoci6 3actocyBaHHA Ta go3un", "MepenosyBaHHsA",
"Mo6iyHi peakuii” 3rigHo 3 iHbopMaLi€eto LWOAO0 MEANYHOTO
3acTocyBaHHs pedepeHTHOro nikapcbkoro 3acoby; 3aMitm | Tuny -
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
3MiHW A0 IHCTPYKLUIii AN MEAUYHOro 3aCTOCYBaHHA y po3ainuv
"MpoTunokasanHHs", "BaaemMogis 3 iHWMMK nikapcbknmm 3acobamm
Ta iHwWi BMAan B3aemogin”, "OcobnumeocTi 3acTocyBaHHs" BigNoBIigHO
[0 OHOBINEHOI iHopMaLii 3 6e3nekun Ailo4oi pe4OBMHU CTOCOBHO
3acTocyBaHHsi KOMBIHOBaHUX rOpMOHarbHUX NikapcbKunx 3acobis,
sIKi MiCTATb eTUHINecTpagion, 3 nikapcbkumu 3acobamu, Lo MiCTATb
ombiTacsip/naputanpesip/putoHasip i Aacabysip, 3 pubosiprHoM
abo 6e3 Hboro. BBeAeHHs 3MiH NpoTArom 3-x MicsauiB nicns
3aTBepAXEHHs
120. | PUTYKCUM KOHUEeHTpaT ans & . XocbdpmarnH | Lserinapis BupobHuuTBO Himeuunna/ BHECEHHS 3MiH 0 peecTpaLinHmux maTepianis: 3miHu | Tuny: - UA/15276/01/01
PO34MHYy Ans iHdY3in -Na Pow Jlta Hepo3dacoBaHoi CLlA/ AnMiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micus
no 100 mr /10 mn y npoaykuii, LLiseviuapis NPOBaKEHHS AisNbHOCTI BUpOOHUKa/iMnopTepa rotoBoro
cdnakoHax in bulk nepBUHHE nikapcbKoro 3acoby, BKMoYak4m AinbHULI BUNYCKy cepii abo micue
Ne200; no 500 mr/50 nakyBaHHs, NpoBeAEeHHS KOHTPOSIO SIKOCTI. (QiSNbHICTb, 3a Ky Bignosigae
My dorakoHax in BTOPUHHE BMPOGHMK/IMNOPTEp, BKIOYaOUM BUMYCK CEpili) 3MiHa (YTOUHEHHS)
bulk Ne50 nakyBaHHs1, Ha3BW Ta agpecy BUpoOHMYOI ainbHULi ®.XoddmaH-J1s Pow JiTg,
BMNpOGYBaHHSA LLIseninapis, NpeHsaxepwTpacce 124, CH-4070 basenb,
KOHTPOIO SIKOCTI, LLiBenuapis, sika 3aiicHi0e BUPOBHULITBO HEPO3(hacoBaHOI
BUWMYCK Cepii: NpoAYyKLUii, NepBUHHE NaKyBaHHSA, BUNPOOYBaHHSA KOHTPOIIO SKOCTI,

Pow [iarHocTukc
M6X, HimevyunHa
Bupo6HuLTBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHE
naKyBaHHs:
[>xeHeHTeK IHK.,
CWA
BTopuHHe
nakyBaHHS1,
BMNpoOyBaHHA
KOHTPOIHO SIKOCTI,
BMNYCK Cepil:
®.XobdpmaHH-I5
Pouw NTa,
LLisevinapis
BunpobyBaHHs
KOHTPOIHO SIKOCTI:
®.XodhdpmaHH-J15
Pow g,
LLisBenuapis
BunpobyBaHHs
KOHTPOIHO SIKOCTI
npu BUNYCKy 3a
BUHSTKOM
NoKasHWKIB
BbakTrepianbHi
E€HO0TOKCUHMY,
CTepunbHicTb:
Pow ®apma AT,

BWMYCK Cepii, LLOAO0 BUITYYEHHS 3 Ha3BM BUPODOHMKa 3a3HaYeHHs
KpaiHu Ta nitepie CH 3 iHaekcy agpecu, a TakoX 3MiHa (YTOYHEHHS)
Ha3BW BUPOOHMYOT ainbHUUi Pow [iarHoctuke MM6X, HimevunHa,
CaHpxodepiutpacce 116, 68305 MaHHxaim, HimeuyuunHa, sika
3[ilCHI0OE BUPOBHULITBO HEpPO3dhacoBaHOI NPoAyKLUii, NepBUHHE
naKkyBaHHS, BTOPMHHE NaKyBaHHs, BUNPODOyBaHHS KOHTPOIO AKOCTI,
BWMYCK Cepii, LLOA0 BUITYYEHHS 3 Ha3BM BUPODOHYMKa 3a3HaYeHHs
KpaiHu (NpYBeAEHHS Y BiANOBIAHICTb A0 MiLeH3iT Ha BUPOBHULTBO,
Ceptudikaty GMP).

BBegeHHs1 3MiH NpoTsirom 6-Tu MicAUiB nicns 3aTBepAXKEHHs. 3MiHK
| Tuny: AaMiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo
agpecy MicLia NPOBaKEHHs AinbHOCTI BUpobHuKa/imnopTepa
roTOBOrO fikapcbkoro 3acoby, BKMYaoum AinbHULI BUMYCKY cepii
abo MicLe NpoBeAEHHSI KOHTPOIKO SIKOCTI. (AisNbHICTb, 3a sIKy
BignoBigae BMPOGHMK/iIMNOpTEp, HEe BKMKOYal4M BUMYCK Cepilt) 3MiHa
(YTOYHEHHs) Ha3BuW Ta agpecy BUpoOHMYOT dinbHuui d.XoddmaH-
J1a Pouw JlTg, Weenuapis, Bypmicser CH-4303 Kancepayrcr,
LLIBenuapis, sKa 3AiMCHIOE BTOPUHHE NaKyBaHHS, BUNPOOyBaHHSA
KOHTPOIIO SIKOCTi (BUMYCK cepii AoAaTkoBa 3asiBa) roTOBOro
nikapcbkoro 3acoby LWoao BuUnyYeHHsi 3 Ha3su BUPOBHMKa
3a3HayeHHs kpaiHn Ta nitepis CH 3 inaekcy agpecw - (MpyvBeaeHHs
y BiOMoOBIAHICTb A0 MiLeH3ii Ha BUpobHuLTBO, CepTudikaty GMP).
BBegeHHs 3MiH NpOTSArom 6-TM MicALIB NiCNs 3aTBEPAXEHHS.
3Minn | Tuny: 3miHK 3 akocTi. FoToBMI Nikapcbkuin 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOIIO SIKOCTi rOTOBOrO fikapcbkoro 3acoby (3amiHa abo
AopaBaHHa BUPOOHWMKa, LLO BiAMOBIiAA€e 3a BBE3EHHS Ta/abo Bunyck
cepii) - He Bkntoyatoum KOHTponb/BUNpobyBaHHSA cepii - 3aMiHa
(nepeHeceHHs1) BUpOGHUYOI AinbHULI BiANOBiAanbHOI 3a BUMYCK
cepii roToBoro nikapcbKkoro 3acoby 3 AinbHuui . XoddmaH-I1a
Pow JIta, MpeHsaxepwtpacce 124, 4070 basenb, LLsenuyapia Ha
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KOHTPOIHO SIKOCTI
npv BUMycCKy 3a
noKasH1Kkamm
BakrepianbHi
€HOOTOKCUHM,
CTepunbHicTb:
Ta6op J1+C AT,
HimeuyuunHa

nicnsa 3aTBepKeHHS.
3MiHn | TMNY: AgMiHicTpaTVBHI 3MiHW. BunyyeHHs BupobHuyoi
AinbHUUi (BKNovatoum dinbHudi ans A®l, npomixkHoro npoaykTty abo
roTOBOro fikapCbKoro 3acoby, AiNbHWL ANA NpoBeAeHHS
nakyBaHHS, BUPOOHMKa, BiANOBiAarnbHOroO 3a BUMYCK Cepil, MicLe
NpoBeAEHHS KOHTPOIO cepii) abo nocTayanbHyKa BUXIAHOTO
marepiany, peareHTy abo JONOMiXHOT PEYOBUHM (SIKLLO 3a3HaYeHO
y AOCbE) BUNYYEHHS pyHKLUiN AinbHuui ®.XodbdmaH-I1a Pow 14,
peHsaxepwTtpacce 124, 4070 basens, LLBeliLapis 3 BUpoOHULITBA
Hepo3dacoBaHOi NpoAyKLUii Ta NEPBUHHOIO NakyBaHHS FOTOBOro
nikapcbKoro 3acoby, a TakoX KOHTPOIb AKOCTi akTUBHOI CybCTaHLji.
BBegeHHs1 3MiH NpoTsirom 6-Tu MicAUiB Nicns 3aTBEPAXKEHHS. 3MiHK
Il Tuny: 3miHu 3 skocTi. FoToBUIA NikapcbkuiA 3aci6. Onuc Ta cknag.
3miHa y cknagi (BOMOMIKHUX pe4YoBMHAaX) roTOBOrO MikapCbKoro
3acoby (iHWi AoNoMmiXHI pedoBMHM) - 3MiHa y nikapcbkomy 3acobi
6ionoriYHoro/iMyHONOrYHOro NOXOMXKEHHS - 3a3HAYEHHN Y cknagi
[OOMOMDKHMX PEYOBUH KMCMOTU NMMOHHOT 6€3BOAHOI, sika
3aCTOCOBYETLCS Y METOA| MPUroTyBaHHA BydepHoro posunHy ans
pO3BEeAEHHSI KOHLIEHTPOBaHOI Aitoyoi pevoBuHM (puTykcrmab) Ha
BMPOOHUYIN ainbHuui IxeHeHTek IHk., CLUA, Ha BigMiHy Big ii
BiJCYTHOCTI y Cknagi AOMOMiXKHUX pedoBuHax M3, ski
3aCTOCOBYETLCH Y METOAI NPUroTyBaHHS 6ydepHOro po3ymnHy Ha
BUPOBHMYUMX AinbHuusax O. Xodhdman-a Pow JTa, LWseruapia Ta
Pow fiarHocTukc, HimeudnHa. BBeaeHHA 3MiH npoTarom 6-tu
MicaliB nicns 3atBepaeHHs. 3MiHu Il Trny: 3MiHKU 3 AKOCTI.
[oToBMI nikapcbkuin 3aci6. 3mMiHK y BUpobHuUTBI. 3MiHa iMnopTepa/
3MiHW, L0 CTOCYIOTLCA BUMYCKY Cepii Ta KOHTPOMO SKOCTi rOTOBOrO
nikapcbkoro 3acoby (3amiHa abo gogaBaHHsA BUPOOHWMKa, WO
BignoBiaae 3a BBe3eHHs Ta/abo BMNycK cepii) - Bknoyaroum
KOHTpOnb/BMNpoGYyBaHHSA cepii Ans nikapcbkoro 3acoby
6ionori4Horo/iMyHONoriYHOro NOXOMXEHHSI Ta OAMH 3 METOAIB
aHaniay, L0 3aCTOCOBYETbCS Ha AiNbHUL, €
6ionoriYHNM/iMyHONOriYHUM/iMyHOXIMIYHUM METOAOM - BBEAEHHS
nopatkoBoro BupobHuka Pow ®apma All, HimeuuunHa, sik
BMPOBHWYOI AiNbHULI 3 MPOBEAEHHS KOHTPOIO SKOCTI MPW BUMYCKY
3a NOKa3HUKOM AKTUBHICTb, FOTOBOIO fiKapCbKoro 3acooy.
BBegeHHs 3MiH NpoTSArom 6-Tu MicAUiB Nicns 3aTBePAXKEHHS. 3MiHu
Il Tiny: 3miHn 3 axocTi. FoToBMI Nikapcbkuit 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPONIO SIKOCTi FOTOBOrO fikapcbkoro 3acoby (3amiHa abo
[04aBaHHs AiNbHWLI, Ha Kl 30INCHIOETLCS KOHTPOIb
siKoCTi/BUNpobyBaHHs cepii Ans 6ionoriYHoro/iMmyHonoriYHoro
nikapcbkoro 3acoby, Ta 6yab-aKoi AinbHULI, Ha siKili 3aCTOCOBYETHCS
BionoriyHnii/imyHonoriyHni MmeTod BUNpobyBaHHSA) BBEAEHHS
BMpobHuka Pow ®apma A, HimeuunHa, sk BUpoGHUYOT AinbHUUI 3
NpoBeAEeHHs1 KOHTPOSIO SIKOCTi MPW BUNYCKY 3@ BUHSITKOM MOKa3HWKIB
AKTUBHICTb, BakTepianbHi eHaoToKcMHN, CTEPUNBHICTB, FOTOBOrO
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n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
Himeuunna ainbHuuo ®. Xoddman-I1a Pow Jta, Bypmiceer 4303
BunpobyBaHHs KancepayrcT, LLIBeiuapia. BBeaeHHs 3miH npoTtsrom 6-tu micauis

nikapcbkoro 3acoby. BBeeHHsi 3mMiH npoTarom 6-t1 micsliB nicns
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
3aTBEPAXEHHS.
3minn |l Tuny: 3miHn 3 sikocTi. FoToBMI Nikapcbkmin 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHu, Lo CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOIIO SIKOCTi rOTOBOrO fikapcbkoro 3acoby (3amiHa abo
[00aBaHHA AinbHUUI, Ha SKIN 34INCHIOETBCHA KOHTPOSb
sikocTi/BUNpobyBaHHs cepii Ans GionoriYHoro/iMyHonoriYHoro
nikapcbkoro 3acoby, Ta 6yAb-gKoi AiNbHMLI, Ha 5Kl 3aCTOCOBYETHCA
GionoriyHniA/imyHonoriyHuiA MeTod BUNpoOyBaHHSA) BBeAEHHS
popaTtkoBoro BupobHuka Jlabop N1+C Al, HimeuuunHa, sik
BMPOBHWYOI AiNbHULI 3 MPOBEAEHHS KOHTPOIO SKOCTI MPW BUMYCKY
3a nokasHukamu bakTepianbHi eHA0TOKCUHU, CTepUnbHICTb
roTOBOroO fnikapcbkoro 3acoby. BeBegeHHsi amMiH npoTtsirom 6-tu
MicsauUiB nicnsa 3aTBepakeHHs. 3MiHu |l Tuny: 3miHK 3 aKocTi.
loToBMI nikapcbkuin 3aci6. 3miHW y BUpobHMLTBI. 3amiHa abo
BBEAEHHSI 4OAATKOBOI AiNbHULI BUPOBHULTBA ANs YacTuHM abo
BCbOr0 BUPOOHUYOrO NpoLEeCy rOTOBOTO JiKapCbKOro 3acoby
(minbHUUSA, sika BUMarae NpoBeAEHHsI NePBUHHOT NepPEBIPKU
BMPOGHMLTBa abo NepeBipku BUPOBHULITBA KOHKPETHOTO FOTOBOTO
nikapcbkoro 3acoby) BBeAEHHS A0AATKOBOI AinbHUL [PKeHeHTek
IHk., CLUA, sk ginbHWLi 3 BUpO6HMLTBa Hepo3dacoBaHOoi NPOAYKLi
Ta NEepPBUHHOIO NakyBaHHs1 FOTOBOrO Nikapcbkoro 3acoby. BeegeHHst
3MiH NPOTArom 6-TM MiCALIB Nicnsa 3aTBEPAXEHHS
121. | POMALLKHA kBiTkM Nno 40 r abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx MmaTepianis: 3aMiHu | TUny - 3MiHK be3 UA/6610/01/01
KBITKWU 50 r y naykax 3 dapmaneBTny dapmaueBTUYHa wono 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsigy - OHOBIEHHS peuenma
BHYTPILLHIM NakeToMm, Ha ¢pabpuka ¢abpuka "Biona" TEKCTY MapKyBaHHs1 BTOPUHHOI YNaKOBKYM fiKapCbKOro 3aco0y.
no 1,5 ry dinbtp- "Biona" BBeaeHHA 3MiH npoTtArom 3-x MicsiliB nicnsa 3aTBepaAXKeHHA
nakeTi; no 20 dinbTp-
nakeTiB y mayui
122. | CIMBPUH3A Kpanni o4Hi; no 5 mny HoeapTic LLisenuapia AnkoH-KyBpbop Benebris BHECEHHS 3MiH [0 peecTpaulinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/15669/01/01
® dnakoHax- dapma Al wofo 6esnekn/edeKkTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenmom
KpanenbHuusax "Opon- 3MiHM [0 y3aranbHeHUX AaHUX Npo cucTemy bapmakoHarnagy
TenHep®"; no 1 abo 3 (BBEAEHHS y3aranbHEHUX AaHUX NP0 cucTemy hapmakoHarnsgy,
nakoHW y KapTOHHIW 3MiHa yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
Kopobui hapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsay 3asiBHUKa
AN 30iNcHeHHs dhapmakoHarnsaay B YKpaiHi, SKWwo BoHa BiAMIHHA
BiJ, YNOBHOBaXXeHOI 0cobu, BiANOBiAaNbHOI 3a 3A4iINCHEHHS
chapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-gaiina cuctemun dpapmakoHarnsgy) - 3MiHa
KOHTaKTHUX JaHMX YNOBHOBaXXEHOI 0cobu, BiANOBiAanbLHoI 3a
papmMakoHarnsag. 3miHa Micust 3aiNCHEHHS1 OCHOBHOI AiiNbHOCTI 3
dapmakoHarnagy. 3miHa agpecu macTtep-caina
123. | CTAMIIO Tabnetku no 5 mr, no -p Peppi'c IHAisa -p Peppi'c IHAisa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3MiHu | Tuny - 3a UA/1421/01/01
10 Tabnetok y cTpuni JlabopaTtopic JTabopatopic Jl14, BUMYYEHHS BUPOOHMYOT AinbHULI (BKoYaoum AinbHuui gna Adl, peuenmom
abo 6nicTepi, no 2 Nta Bupo6Huya NpPOMiXKHOro NpoAykTy abo rotoBoro nikapcbkoro 3acoby, AinbHULi
abo no 3 ctpunu abo ainbHuus - I Ansi NpoBeAeHHs! NakyBaHHSA, BUpobHMKa, BiANOBIAANbLHOroO 3a
Gnictepu y nayui BWMYCK Cepiii, MicLie NPOBEAEHHSI KOHTPOIo cepii) abo
nocTavanbHvKa BUXiQHOrO MaTepiany, peareHTy abo JONOMKHOT
PeYoBUHM - BUNyYeHHS BUpobHMka A®I amnoauniHy 6ecunarty [-p
Peppi'c NTabopatopic J74, IHgis
124. | CTAMJIO Tabnetkn no 10 mr, O-p Pegai'c lHAgis O-p Pegai'c IHAis BHECEHHSA 3MiH 40 peecTpauinHnX maTepianis: 3MmiHu | Tuny - 3a UA/1421/01/02
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
no 10 TabneTok y JTabopaTopic Ilabopatopic J1Ta, BUITYYEHHS BUPOBHUYOI AiNbHULI (BKNoYaoum AinbHULI ans Adl, peuyenmom
cTpuni abo GnicTepi, ta BupobHnya NpPOMiXKHOro NpoAykTy abo rotoBoro fikapcbkoro 3acoby, AinbHULi
no 2 abo no 3 cTpunu ainbHnus - 1l ANs NpoBeEHHS NakyBaHHs1, BUpoOHWKa, BiANOBiAanbHOro 3a
abo 6nictepu y nayui BWMYCK Cepiii, MicLie NMPOBEAEHHS KOHTPONIO cepii) abo
nocTayanbHvKa BUXIQHOrO MaTepiany, peareHTy abo JONOMKHOT
PEYOBUHM - BUNYYEHHS BUpobHMka A®I amnoguniHy 6ecunary O-p
Pepgi'c Jllabopatopic Jitg, IHgis
125. | cynbniPna Tabnetkn no 200 mr TeBa I3painb TOB TeBa Monblua BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3MiHu | Tuny - 3a UA/4832/02/01
no 12 rabnetok y dapmaueBTika OnepenwHs noJaHHs OHOBMEHOro ceptudikara BiANoBiAHOCTI €BpONEnCchKin peuenmom
6nictepi; no 1 n IlHgacTpis MNonaHa dapmakonei Ne RO-CEP 2011-074-Rev 03 ans gjito4oi pe4yoBuHM
6nictepy B kopobui; nTo. Sulpiride Big BXe 3aTBEpAXEeHOro BUpoOHMKa, SIK HAcnigoK, 3aMiHa
no 15 tabnetok y BMPOGHUMKa NpomixxHoro npoaykty N-eTun-2-amiHoMeTunniponiguHy
6nicTepi; no 2
6nictepu B kopobui
126. | cynbniPng kancynu Teepai no 50 TeBa I13painb TOB TeBa Monbua BHECEHHS 3MiH O peecTpaLiiHnX maTtepianis: 3miHu | Tuny - 3a UA/4832/01/01
Mr no 12 kancyny dapmaueBTika OnepenwHs NnoJiaHHs OHOBMEHOro cepTudpikata BiANoBiAHOCTI €BpONeEnChKin peuenmom
6nictepi; no 2 n IHgacTpis MNonaHg tapmakonei Ne RO-CEP 2011-074-Rev 03 ans gjito4oi pe4yoBuHM
6nictepn y kopobui nro. Sulpiride Big BXxe 3aTBepAXeHOro BUpoOHMKa, SIK HacnigoK, 3aMiHa
BMPOGHMKA NpoMikHOro NpoaykTy N-eTun-2-amiHoMeTUnniponiguHy
127. | cynbniPva Kancynu Teepai no TeBa I13painb TOB TeBa MonbLia BHECEHHS 3MiH 40 peecTpaLiiH1X maTtepianis: 3miHu | Tuny - 3a UA/4832/01/02
100 mr no 12 kancyn dapmaueBTika OnepeniuHs noJaHHs OHOBMEHOro ceptudikara BiaNoBiAHOCTI €BpONEnCchKin peuenmom
y 6nictepi; no 2 n lHgacTpis Monang dapmakonei Ne RO-CEP 2011-074-Rev 03 ans Aito4oi pe4oBuHM
6nictepn y kopobui nro. Sulpiride Big BXe 3aTBEepAXeHOro BUpOGHMKaA, SIK HAcnifgoK, 3aMiHa
BMPOBHMKA NPOMiKHOTO NpoaykTy N-eTun-2-amiHoMeTunniponiguHy
128. | TECTOCTEP PO34MH Ans iH'ekuin 5 NAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLlinHux maTepianis: 3miHu | Tuny - 3miHn 3a UA/8930/01/02
OHY % B eTunonearti no 1 "®apmak” 3 skocTi. CepTudikat signosigHocTi/l E-cepTudikat BignosigHocTi | peyenmom
MPOMIOHAT M B amnyni; no 5 €Bponewckkin dapmakonei/moHorpadii. NMogaHHst HoBoro abo

abo 10 amnyn y nayui
3 kapToHy; no 1 mn B
amnyni; no 5 amnyn y
6nictepi; no 1 abo 2
6nictepu B nayui 3
KapTOHY

OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHS
cepTudikaTa BignosigHocTi €sponeincekin dapmakonei: ans AdI;
Ans BUXigHOro matepiany/peareHTy/MpOMiKHOIO NPoAyKTY, L0
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI A®I; Ans JONOMIXKHOT pe4oBUHM
(cepTudikat BignosigHOCTi €Bponencekin papmakonei) - Hosui
cepTudikaT Bif BXe 3aTBepAKeHOro BUPOGHMKa - MOAaHHSA HOBOrO
cepTudikaTta BignoBigHocTi €sponeichkin dapmakonei Ne RO-CEP
2015-296-Rev 00 ans gitovoi pevoBuHn Testosterone propionate
Bif BXe 3aTBepaxeHoro BupobHuka STEROID S.P.A. 3
BiANOBIAHUMYK 3MiHamu y crieumndpikaLii Ta meTofax koHTponto AdI
BMpoGHuKa 13 3a nokasHukamu «TemnepaTypa nnaBneHHs»
(BUNYYEHO NOKa3HWMK); «3annLLIKOBOI KifbKOCTi OpraHivyHmX
PO3YMHHWKIB» (NpvBeadeHo Y BianoBigHicTb 4o CEP); «CynposiaHi
OOMiLLKM» (NpMBeAeHO Y BiANOBIAHICTb 40 MOHorpadii Testosterone
propionate EP; 3miHu | Tuny - 3miHu wopno 6esnekn/edekTMBHOCTI
Ta cbapmakoHarnsay (iHwi 3miHu) - 3amiHa rpadiyHOro 306paxeHHs!
YMaKOBKWN Ha TEKCT MapKyBaHHS A5 NePBUHHOI Ta BTOPUHHOI
YMaKoBKM y 3B'A3Ky 3 MPUBEAEHHAM Y BiANoBigHicTb Ao Hakasy MO3
Ykpainu Ne 426 Big 26.08.05 (y pepakuii Hakady MOS3 Ykpainu
Ne460 Big 23.07.2015 p.) BBeaeHHs 3MiH NpoTArom 6-T micsuis
nicnsa 3aTBepAXXeHHs; 3MiHu | Tuny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu MicLs NPoOBaXXeHHs AisnbHOCTI
BUpPOBHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby, BKIYayu
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
AinNbHUL BUMYCKy cepii abo miclie NpoBeAEHHSt KOHTPOIO SKOCTI.
(misnbHiCcTb, 3a AKy BigNoBifae BUPOBHUK/iIMNOpPTEp, BKITHOYa4un
BUNYCK Cepilt) - 3MiHa agpecu BUpoGHMKa, 6e3 3aMiHM Micus
BMPOGHMLTBA, 3MiHa IOpPUANYHOI agpecy Ha hakTU4Hy agpecy
(NpviBeOeHHs y BIiAMOBIAHICTb A0 AOKYMEHTIB BUpOOHMKa) BBeaeHHS
3MiH NPOTAroM 6-Tu MicAUiB NiCnsa 3aTBEPAXEHHS; 3MiHuM | Tuny -
3MmiHu 3 sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo [onNyCTUMKUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha ADI, abo BUXigHWMA/NPOMIXKHUIA NpOAYKT/peareHxT,
LLIO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHmuTBa ADI (iHLWi 3MiHK) -
3MiHa y cneumdikauii gitoyoi pevyoBuHu Testosterone propionate,
L0 BMKOPUCTOBYETLCS BUpoGHUKOM 113 3a nokasHunkom
«3anuLKoBOI KiNbKOCTi OPraHiYHNX PO34YMHHUKIBY» (BUITyYEHO
nipuanH — He GinbLe 0,02%) BigNOBIAHO A0 BUMOT AOKYMEHTIB
BUpoGHMKa ADI 3 BianosigHUMK 3mMiHamu y meToAi koHTponi Adl;
3MiHn | Tuny - 3miHn 3 akocTi. A®L. KoHTponb A®I. 3miHa y meTopax
BMNpobyBaHHA APl abo BuxigHoro matepiany/npomikHoro
npoayKTy/peareHTy, LU0 BUKOPUCTOBYETLCS Y NpoLeci BUpobHuLTBa
ADI| (He3HauHi 3MiHW y 3aTBEpAXXEHUX MeTofax BUNpobyBaHHs) -
He3HayHi 3MiHW y 3aTBepA)KeHNX MeTofax BUNpobyBaHHs 3a
nokasHukamu «CynpoBigHi goMmillkny, «laeHTudikauisy, «KinbkicHe
BM3HAYEHHS» (40AATKOBO A0AAHO BUKOPUCTaHHSA pobo4oro
cTaHAapTHOro 3pasky TectocTtepoHy nponioHat (PC3) MAT
«Papmak» 4nsi NPUroTyBaHHA PO34MHY NOPIBHSAHHS)
129. | TUPOITEH® NOPOLLOK AN [xeHsarim Higepnang BTOPUHHA Benuka BHECEHHS 3MiH [0 peecTpaLinHmMx maTepianis: 3MmiHu || Tuny - 3miHn 3a UA/9743/01/01
0,9 MI NPUroTyBaHHSA tOpon B.B. 7 yrnakoBka, [03Bin BpuTaHisa/ 00 IHCTPYKUIT ANS MeanYHOro 3acTocyBaHHS 40 po3ainis peuenmom
po3uunHy (0,9 mr/mn) Ha BUMYCK cepii: Ipnangis/ "®apmakonorivHi BnactusocTi", "OcobnunBocTi 3acTocyBaHHs",
ons v ekui no 1,1 [xeHsanm Jlimiten, CLLA "3QaTHiCTb BNNMBAaTU Ha LWBWUAKICTb peakLuii Mpy kepyBaHHi
Mr, 2 hnakoHu 3 Benuka BpuTaHis; aBTOTpaHCNoOpTOM abo iHWKMMK MexaHiamamun", "IobiyvHi peakuii”,
NOPOLLKOM Y BMPOGHMLTBO "HecymicHicTb". BBegeHHs 3miH npoTsirom 6-Tu MicauiB nicns
KapTOHHIl Kopobui KiHLEEBOro NpoayKTy 3aTBepAXeHHSA
(fillAfinish),
KOHTPOrb cepil,
nepBuHHa Ta
BTOPVHHA
ynakoBka, A403Bin
Ha BUMYCK cepii:
[bxeHsanm lpnang
TlimiTeq, Ipnangis;
nepBuHHA
ynakoBka:
Xocnipa IHk., CLUA;
BMPOOHULTBO
Hepo3dacoBaHoi
npoaykuii:
[>xeH3anim
KopnopewwH, CLIA
130. | TUPOITEH® NOPOLLOK AN [xeHsarim Higepnang BTOPUHHA Benuka BHECEHHS 3MiH 0 peecTpaLinHMX maTtepianis: 3MiHu | Tuny - 3miHa 3a UA/9743/01/01
0,9 MI NpUroTyBaHHSA tOpon B.B. " ynakoBka, [03BiN BputaHis/ BMPOGHMKa BUXIQHOrO/MPOMIKHOIO NMPOAYKTY/peareHTy, Lo peuernmom
po34mHy (0,9 mr/mn) Ha BUMYCK cepii: Ipnangis/ BUKOPUCTOBYIOTLCS Y BUPpoGHMYoMyY npoueci A®I, abo 3miHa
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceidYeHHs1
ons v ekui no 1,1 I[bxeHsanm Jlimiteq, CLLA BMpOOHUKa (BKITIOYaouu, Ae HeobXigHO, MicLe NpoBeAEHHS
Mr; NO 2 ¢oriakoHu 3 Benuka BpuTaHis; KoHTponto sikocTi) APl (3a BigcyTHOCTI cepTudikaTa BifnoBiaHOCTI
NOPOLLKOM Y BMPOGHMLTBO €Bponencbkii hapmakonei y 3aTBep4XeHOMY JOCbe)(HOBa
KapTOHHI Kopobui KiHLEBOro NpoayKTy AinbHWUS Ans 36epiraHHs FonosHoro 6aHky kniTvH Ta/abo Pobounx
(fill/finish), 6aHKiB KNiTUH) - AOAaBaHHS HOBOI AinbHULI Ans 36epiraHHs
KOHTPOrb cepil, rornosHoro 6aHky knitnuH (MCB) Ta po6ounx 6aHkiB knitnH (WCB)
nepBuHHa Ta ANs Ailo4oi peYoBMHM TMPOTPONVH anbda
BTOPVHHA
ynakoBka, A03Bin
Ha BUMYCK Cepii:
[bxeHsanm lpnang
TlimiTeq, Ipnangis;
nepBuHHA
ynakoBka:
Xocnipa IHk., CLUA;
BMPOBHMLITBO
Hepo3gacoBaHoi
npoaykuii:
[xeH3anm
KopnopewwH, CLIA
131. | TUPO30nN TabneTku, BKpUTI Mepk Klr'aA HimevuunHa Mepk Klr'aA HimeuyunHa BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepianis: 3miHu | Tuny - 3a UA/8848/01/01
NniBKOBOO NoAaHHs OHOBIIEHOro cepTudikaTa BiANoBiAHOCTI EBPONENCHKiIl peuernmom
060noHKoto, Mo 5 wmr, tapmakonei Ne R1-CEP 2008-293-Rev 00 ans gjito4oi pe4yoBuHM
no 10 TabneTok y Thiamazole Big Bxe 3aTBEpAXEHOro BUPOBHUKA
6nictepi; no 5
6nicTepiB y KapTOHHIl
KopoobLi
132. | TUPO30N TabneTku, BKpUTI Mepk KlraA HimeuunHa Mepk KlraA Himeyunna BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3MiHu | Tuny - 3a UA/8848/01/02
NniBKOBOK noAaHHs OHOBMEeHoro ceptudikarta BianoBiAHOCTI €Bponencokin peuenmom
obonoHkoto, no 10 wmr, dapmakonei Ne R1-CEP 2008-293-Rev 00 ans gito4oi pe4yoBuHm
no 10 TabneTok y Thiamazole Big Bxe 3aTBepAXeHOro BUpobHuka
6nictepi; no 5
6nicTepiB y kapTOHHIN
Kopobui
133. | TIOKTAUMO® | TabneTku, BKpUTI ME[LA ®apma Himeyunna MEOA Himeuunna BHECEHHS 3MiH [0 peecTpauiiiux matepianis: 3miHu Il Tuny - 3miHa 3a UA/6616/01/01
600 HR obornoHkoto, no 600 'm6X eHp Ko. MeHbtodekyepuHr napameTpiB cneundikaui Ta/abo AoNyCTUMMX MEX rOTOBOrO peuernmom
mr no 30 abo no 100 KIr MvM6X, HimevuunHa; nikapcbKoro 3acoby - 3miHu y Cneuundikauii Ha roToBuin Nikapcbkui
TabneTok y cpnakoHi; BUPOBHMK 3acib gonycTMMmx mMex Ans nokasHuka «CTinkicTe 4o
no 1 donakoHy B BignoBiganbHWiM 3a posgasntoBaHHA» 3 «50-160 N» Ha «90-200 N»
KopobLi 3 KapToHy BMNYCK Cepil:
ME[LA ®apma
'm6X eng Ko. KT,
HimeyuunHa
134. | TOBPAOEKC | kpanni o4Hi, no 5 mny Hosapric LLseriuapis AnkoH-KyBpbop Benbris BHECEHHS 3MiH 00 peecTpaLiiH1X maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/2448/01/01
® dnakoHi-kpanenbHuLi dapma Al wofo 6e3snekn/edeKkTMBHOCTI Ta apmakoHarnsgy. BeegeHHs abo peuernmom

«[pon-TenHep®», no
1 donakoHy-
KpanenbHuULi B
Kopo6Lli 3 KapTOHY

3MiHW 0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX NP0 cUCTeMy hapmakoHarnsay,
3MiHa yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsiay; KOHTakTHOI ocobu 3 chapmakoHarnsgy 3asBHUKa
0018 30iNCHEHHs1 dhapMmakoHarnsay B YKpaiHi, AKWo BOHa BigMiHHa
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
BiJ, YNOBHOBaXEHOT 0CO0U, BiANOBIiAaNbHOI 3@ 3A4iINCHEHHS
dapmakoHarnsgy (BkoYakuy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilweHHi MacTep-davina cuctemu papmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX YMOBHOBaXKeHOi ocobw, BignosiganeHoi 3a
hapmMakoHarnsg. 3miHa Micust 34iNCHEHHS OCHOBHOI AisiNbHOCTI 3
capmakoHarnsgy. 3miHa agpecu mactep-ganna
135. | TOBPAOEKC | masboyHa, mo 3,51y Hosapric LLiBenuapis AnkoH-KyBpbop Benebriga BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/2448/02/01
® Ty6i; no 1 Ty6i y dapma Al wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenmom
KopoO6Li 3 KapTOHY 3MiHM 0 y3aranbHeHUX AaHnX Npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3aranbHEHUX AaHUX MPO cuctemy dapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
apmakoHarnsigy; KOHTakTHoOI ocobu 3 hapmakoHarnsigy 3asiBHUKa
Ans 3AiNcHeHHs dhapmakoHarnsgy B YKpaiHi, SKLLO BOHa BigMiHHA
BifJ yNoBHOBaXeHOi ocobu, BignoBiganbHOi 3a 34iiCHEHHS
apmakoHarnsigy (BKoYakum KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLleHHi MacTep-gaiina cuctemmn dpapmakoHarnsagy) - 3MiHa
KOHTaKTHUX JaHuX yNoBHOBaXeHOI ocobw, BignoeiganeHoi 3a
dapmakoHarnsag. 3miHa Micus 34iNCHEHHS OCHOBHOI AiSNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-cavina
136. | TPABATAH® | kpanni oyHi, 40 HoeapTic LLisenuapia AnkoH-KyBpbop Benebris BHECEHHS 3MiH [0 peecTpalintHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/12422/01/01
MKr/Mn, no 2,5 mny dapma Al wopno 6esnekun/edpekTMBHOCTI Ta apmakoHarnsgy. BeegeHHs abo peuenmom
dnakoHi- 3MiHW A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsagy
KpanenbHuui; no 1 (BBEAEHHS y3aranbHEHUX AaHUX NP0 cucTemy hapmakoHarnsgy,
abo no 3 dpnakoHu- 3MiHa yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
KpanenbHuLi B hapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsay 3asiBHUKa
NPOMIXHIN ynakosLi 3 AN 30iNcHeHHs dhapmakoHarnsaay B YKpaiHi, SKWwo BoHa BiAMIHHA
donbru B kopobui 3 Bif, YNOBHOBaXeHOI 0cobu, BiANOBiAanNbHOI 3a 3A4iINCHEHHS
KapTOHY dapmakoHarnsagy (BkoYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-gaiina cuctemun dpapmakoHarnsgy) - 3MiHa
KOHTaKTHUX JaHMX YNOBHOBaXXEHOI 0cobu, BiANOBiAanbLHoI 3a
papmMakoHarnsag. 3miHa Micust 3aiNCHEHHS1 OCHOBHOI AiiNbHOCTI 3
dapmakoHarnagy. 3miHa agpecu macTtep-caina
137. | YBIXIHOH PO34UH ANS iH'eKLii, Bionoriwe Himeuunna Bionoriwe HimeuunHa BHECEHHS 3MiH 4O peecTpauinHux maTepianis: 3miHW | Tuny - 3miHn 3a UA/0018/01/01
KOMMNO3UTY | no 2,2 mn B amnyni; XannbmiTTenb XannbmiTTenb 3 skocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema peuenmom
M no 5 amnyny Xeenb M'm6X Xeenb M'm6X KOHTENHep/3aKynoproBarnbHuii 3acib. 3MiHa po3mipy ynakoBku

KOHTYPHIil1 YapyHKOBIN
ynakosui; no 1
KOHTYPHIN YapyHKOBIN
ynakoBLi B kopobui 3
KapTOHY; No 2,2 Mn B
amnyni; no 5 amnyn y
KOHTYPHIil1 YapyHKOBIN
ynakosui; no 20
KOHTYPHUX
YapyHKOBMX YNaKOBOK
y KOpob6Lii 3 KapToHy;
no 2,2 mn B amnyni;
no 5 amnyny
KOHTYPHili YapyHKOBIN
ynakoBLi; no 2

roTOBOrO MikapCbKOro 3acoby (3miHa KinbKOCTi oauHWLE (Hanpuknag
TabneTok, amnyn TOLLO0) B ynakoBLi:) - 3MiHa no3a AianasoHoM
3aTBEPAXEHUX PO3MIpIB YNaKOBKY - BBEAEHHSI OAATKOBOI YNaKOBKM
Ne 10 (5x2) , 6e3 3miH NepBUHHOrO NakyBanbHOro MaTepiany Ta 3
BigNOBIgHMMM 3MiHaMK [0 po3ainy «YnakoBkay (BeegeHHs 3MiH
NpoTArom 3-x MicsLiB Nicns 3aTBEPAXKEHHS)




47

[IpogoBxkeHHs no1aTka 3

Ne
n/n

Haszea
JNikapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo
20
noceidyeHHs1

KOHTYPHUX
YapyHKOBMWX YNaKoBOK
y kopobui 3 KapToHy

138.

YCMNOKOW

TabneTkn, no 20
TabneTok y bnictepi;
no 1 6nictepy y
KapTOHHIi Kopobui

TOB "Marepia
Meguka-
YkpaiHa"

YkpaiHa

3AT CaHToHika

Jlnutea

BHECEHHS 3MiH IO peecTpaLinHuX maTepianis: 3MiHu | Tuny -
AaMiHiCTpaTUBHI 3MiHW. BunyyeHHst BUpoBHWYOI QinbHUL
(Bkntovaroun ginbHuLi ans APl npomixxHoro npoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL ANs NPOBEeAEHHS NaKyBaHHS,
BMPOOHMKa, BigMOBIiAaNbLHOro 3a BUMYCK Cepil, MicLie MPOBeAEeHHS
KOHTpOrto cepii) abo noctavanbHyKa BUXIgHOrO Matepiany,
peareHTy abo [ONOMIXKHOI peYOBUHM (SIKLLO 3a3Ha4Y€eHO Y IOCLE) -
BUINYyYeHHs1 BUpobHUYoi ainbHuui TOB «HB® «MATEPIA MEOWKA
XOJIAWHI », Pocincbka ®eaepadisi; 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuin 3aci6. 3miHW y BUpobHMUTBI. 3amiHa abo
BBEJEHHs1 [0AaTKOBOI AiflbHMLi BUPOOHMUTBA Anst YacTuHu abo
BCbOrO BMPOGHWYOro NpOoLEeCy roToBOro fikapcbkoro 3acoby
(BinbHULS, Ha KM NpoBOAATLCS Byab-AKki BUPOOHUYI cTagil, 3a
BVHSITKOM BUMYCKY CEPili, KOHTPOIIO SIKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO MaKyBaHHS, A HECTEPUNbHUX MikapCbkux 3acobiB) -
3amiHa AinbHULi BUpOOHMLTBA, Ha SAKi NPOBOANTLCS Byab-AKi
BMPOGHWYI CTafii, 3a BUHATKOM BUMYCKY CEPIN, KOHTPOSIO SKOCTI,
NEPBMHHOIO Ta BTOPMHHOIO MakyBaHHS; 3MiHu |l Tuny - 3MiHu 3
skocTi. A®Il. BupobHuuTeo. 3miHa BupobHuka
BVXiAHOro/NPOMiXKHOIrO NPOAYKTy/peareHTy, LU0 BUKOPUCTOBYHOTHCS
y BUpoGHuYomy npoueci A®I, abo 3miHa BUpOGHMKa (BKIOYakouu,
e HeobXiaHO, Micue NpoBeAeHHsT KOHTPoIto skocTi) Al (3a
BiCyTHOCTI cepTudikaTa BignoBigHOCTI €Bponencekili hapmakonei
y 3aTBepAXeHOMY A0cke)(iHLWi 3MiHK) - 3MiHa BUPOBHUKa Aito4oi
peyoBuHM "Zincum valerianicum C200, Cimicifuga C200, Ignatia
C200" 3 TOB "HB® "MATEPIA MEOVKA XONOWHI™, Pociiicbka
degepauia Ha 3AT CaHToHika, Jlutea

be3
peuenma

UA/7857/01/01

139.

DJIAMIDIKC
200

TabneTku, BKpUTI
NniBKOBOK
obornoHkoto, no 200
mr, no 10 TabneTok y
6nictepi, no 1
6nictepy B nauui

AHaHTa
Megikeap
nro.

Benvka
BpuTtaHis

CeHc JlabopaTtopic
Met. JlTA.

IHAis

BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3miHu | Tuny - 3miHn
3 aKkocTi. FoToBMI nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3amiHa
abo BBeeHHS 4OAATKOBOI AiNbHULI BUPOGHMLTBA AN YacTMHM abo
BCbOr0 BUPOOHMYOro NpoLEeCy roTOBOTO JiKapCbKOro 3acoby
(BinbHUUSA, Ha AKin NpoBoAsATbCSA ByAb-AKi BUPOGHMYI cTagii, 3a
BUHSATKOM BUMYCKY CEpii, KOHTPOIIO SIKOCTi, NEPBMHHOIO Ta
BTOPWHHOIO NakyBaHHS, ANsi HECTEPUITbHUX NiKapCbkux 3acobis)
CynyTHSs 3MiHa
- 3MiHu 3 akocTi. FoTOBMIA Nikapcbkui 3aci6. 3MiHM y BUPOOHMLTBI.
3amiHa abo BBeeHHs 4OAATKOBOI AiNbHULI BUPOOHULTBA A4NA
YacTnHM abo BCbOro BUPOBHMYOro NpoLiecy roTOBOrO flikapCbKoro
3acoby (ginbHUUS 4ns BTOPUHHOMO NakyBaHHS)

- 3MiHK 3 gKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHMLTBI.
3amiHa abo BBeeHHs 4OAaTKOBOI AiNbHULI BUpOBHULTBA 4
YacTMHM abo BCbOro BUPOBHMYOro NpoLecy roToBOro fikapCbKoro
3acoby (AinbHMUA ANs NepBUHHOMO NakyBaHHSA) - 3aMiHa AiNbHULI
BMPOGHMLUTBA; 3MiHU | TUNY - 3MiHK 3 SIKOCTi. [OTOBMIA NiKapCbKui
3aci6. 3mMiHn y BUpoGHMUTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSIO AKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo gogaBaHHs BUPOGHMKA, L0

3a
peuerimom

UA/11911/01/02
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
BignoBiaae 3a BBe3eHHs Ta/abo BMNycK cepii) - Bknoyaroum
KOHTpONb/BUNPOGYBaHHS cepii - 3aMiHa AinbHULi BUpOoGHULTBA
140. | PIAMI®IKC TabneTku, BKpUTI AHaHTa Benvka CeHc JlabopaTopic IHgis BHECEHHS 3MiH JO peecTpaLiiH1X MaTepianis: 3MiHu | Tuny - 3miHn 3a UA/11911/01/02
200 NniBKOBOK Mepgikeap BpuTaHis MeT. I1A. o4O BUIyYeHHst fo3yBaHHA 100 Mr BHECEHO A0 IHCTPYKLUii Ans peuenmom
o6ornoHkoto, no 200 nTo. MeAMYHOro 3acTocyBaHHs y po3ain "Cknag"
Mr, no 10 TabneTok y
6nictepi, no 1
6nictepy B nayui
141. | ®OTUN® Kpanni o4Hi no 5 mny CaHteH AT PiHNaHAia BMPOBHMK PiHnaHais/ BHECEHHS 3MiH [0 peecTpaLinHmxX maTtepianis: 3MiHu | Tuny - 3a UA/2384/01/01
dnakoHi-KkpanenbHuLi BiAMNoBiAanbHUiA 3a Kutan NoAaHHs OHOBIIEHOro cepTudikaTa BiANoBiAHOCTI €EBpPOMNENCHKIl peuernmom
Ne 1 BUPOGHMLTBO in apmakonei Ne R1-CEP 1999-005-Rev 02 ans gjito4oi pe4yoBuHM
bulk, nepBuHHy Ta Pilocarpine hydrochloride Big Bxe 3aTBepaxeHoro BUpobHuka 3
BTOPUHHY BiNOBIOHMMM 3MiHaMK 3a N. «3anuLLKOBI KiNbKOCTi OpraHiyHmnx
ynakoBky: CaHTeH PO3YMHHMKIBY (3aMiHa METOAY KOHTPOIO 3aMULLKOBUX PO34YUHHUKIB
AT, ®iHnaHpis; y A®I, 6e3 3miH y cneumdikauii); 3miHn | Tuny - nogaHHs
BMPOBHUK OHOBIEHOro cepTudikaTa BignoBigHOCTI €Bponenchki hapmakonei
BigNoBiganbHUN 3a Ne R1-CEP 2001-296-Rev 04 ans gitoyoi pevoBuHu Timolol
BUPOBHMLTBO in maleate Big Bxe 3aTBEpAXEHOro BUPOOHUKA, SIK HAcmigoK, 3miHa
bulk, nepBuHHY Ta Ha3BU BUPOOHYKa Ljl040i pevOBUHU
BTOPVHHY
ynakoBky: CaHTeH
dapmacbtoTikan
(Kutan) Ko. NTa,
Kutan; BUpo6Huk
BiAnoBiganbHWIM 3a
XiMiYHi,
MikpobGionorivHi
BMNpoOyBaHHA Ta
Bunyck: CaHTeH
AT, ®iHnaHaisa
142. | ®OTUN® Kpanni o4Hi y CaHteH AT PiHNaHAiA BMPOBHUK PiHnsHais/ BHECEHHS 3MiH IO peeCTpaLinHMX maTepianis: 3MiHu | Tuny - 3a UA/2384/01/02
®OPTE nonieTuneHoBmnx BignoBiganbHUN 3a Kutan NnoAaHHs OHOBMEeHoro ceptudikara BianoBiAHOCTI €BponencoKin peuenmom

dnakoHax-
KpanenbHUUsX no 5
M Ne 1 B KapTOHHiW
Kopobui

BMPOBHMLTBO in
bulk, nepeuHHyY Ta
BTOPVHHY
ynakoBky: CaHTeH
AT, ®iHnanais;
BUPOBHMK
BignoBiganbHWM 3a
BMPOGHMLTBO in
bulk, nepsuHHy Ta
BTOPWHHY
ynakoBky: CaHTeH
dapmackioTikan
(Kutan) Ko. N1a,
Kurait; BupobHumk
BignoBiganbHUN 3a
XiMiYHi,
MikpobionoriyHi
BUNpobyBaHHA Ta

dapmakonei Ne R1-CEP 1999-005-Rev 02 ans Aitovoi pe4oBuHM
Pilocarpine hydrochloride Bif Bxe 3aTBepaxeHoro BupobHuka 3
BiMNOBIAHMMM 3MiHaMKM 3a N. «3anuLLKOBI KiflbKOCTi opraHiyHmMx
PO34YMHHMKIBY (3aMiHa METOAY KOHTPOSO 3aMULLKOBUX PO3YNHHUKIB
y A®l, 6e3 3miH y cneundikadii); 3miHu | Tuny - nogaHHs
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponelchkin dapmakonei
Ne R1-CEP 2001-296-Rev 04 ans gitoyoi pevosuHn Timolol
maleate Big BXe 3aTBEpAKEHOro BUPOOHUKA, SIK HAcmigok, 3mMiHa
Ha3BW BUPOBHMKA Ail040i peYOBUHU
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceidYeHHs1
Bunyck: CaHTeH
AT, PiHnAHain
143. | ®CME-IMYH cycneHsis ans MNOAN3EP CWA BMPOGHMLTBO ABcTpis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu Il Tuny - 3MiHK 3a UA/16695/01/01
BAKLIMHA iH'ekuin no 2,4 mkr/0,5 EWY. CL. L. npoaykTy y dopmi y npoueci BUpoBGHMLTBA roTOBOrO MikapCbKoro 3acoby, BKMYaym peuernmom
anAa mn (1 gosa ans KOPMOPENLL in bulk; NMPOMiXXHWIA MPOAYKT, WO 3aCTOCOBYETHCSA NPU BUPOOHULITBI
MPO®INAKT popocnux), no 0,5 mn H HanoBHEHHS roToBOro nikapcbkoro 3acoby - foaasaHHs HSA NG (cuposaTkoBuii
KU cycnexsii y wnpuuis: bakctep anbOyMiH NIOANHN HOBOTO MOKOMiIHHSA) B SKOCTi anbTepHATUBHOI
KNILLOBOIO | nonepeaHbo Al', ABCTpisi; JonomixHoi peyoBuHK Ao HSA Pathway Il (cupoBaTkoBuiA anbGyMmiH
EHUE®ANIT 3anoBHEeHOMY KOHTPOIb SIKOCTI; noauHn Pathway 1) npu BUpoBHULTBI rOTOBOrO NPOAYKTY.
Yy O[IHOPa30BOMY nakyBaHHS; BHeceHHs pegakuiinux npasok o Mogyns 3; 3aminum Il Tuny -
KYNbTYPAN wnpuui; no 1 wnpuuy MapKyBaHHs: OHOBIEHHS iHdopMauii "OuiHka 6e3nekn CTOPOHHIX areHTiB"
bHA BKIageHoMmy y Bakctep ATl, (po3ain 3.2.A.2); aminm Il Tuny - 3MiHa y MeToax BUNPOOyBaHHsI
IHAKTUBOB 6nictep; no 1 ABCTpISi; KOHTPOIb [OMOMDKHOT peyoBMHYM - 3aMiHa TecTy "iporeHn" Ha "BakTepianbHi
AHA 6nicTepy Ta oKpeMoto sKkocTi: bakctep Al, eHpgoTokemHn" ans HSA NG (cuposaTkoBuii anbbymiH NnioguHn
OYULLEHA FOfKO0 Y KAPTOHHIN ABCTpIsi; KOHTpONb HOBOFO MOKOMIHHSA)
COPBOBAH Kopobui SIKOCTi; BUMYCK
A cepii: MNdansep
MeHtodhekyypuHr
AscTpia 'm6X,
ABCTpig
144. | ®CME-IMYH cycneHsisa ans MNOAN3EP CWA BMPOOHULTBO ABcTpis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu Il Tuny - 3mMiHK 3a UA/16694/01/01
DKYHIOP iH'ekuin no 1,2 EWY. CL. L. npoaykTy y dopmi y npoueci BUpoBGHMLTBA roTOBOrO MiKapCbKoro 3acofy, BKMoYaym peuernmom
BAKLUUHA Mkr/0,25 mn (1 gosa KOPMOPENLL in bulk; NPOMiXXHWIA MPOAYKT, WO 3aCTOCOBYETHCS NPU BUPOBHULITBI
ana ans giten), no 0,25 H HaMNOBHEHHS roToBOro nikapcbkoro 3acoby - gogasaHHs HSA NG (cupoBaTkoBui
NMPO®INAKT M1 CyCreHsii y wnpuuis: bakctep anbOyMiH NIOANMHN HOBOTO MOKOMiHHSA) B SIKOCTi anbTepHATUBHOI
UK nonepegHb0 Al', AscTpis; JonomixxHoi pevoBuHu Ao HSA Pathway Il (cupoBaTkoBuiA anbGyMmiH
KNILLOBOIO | 3anoBHeHOMY KOHTPOIb SIKOCTI; niogmHn Pathway 1) npn BUpOGHMLTBI rOTOBOro NpOAyKTY.
EHUE®ANIT OflHOpa30BOMY nakyBaHHs; BHeceHHs pepakuiiHix npaeok Ao Moayns 3; aminum Il Tuny -
Yy wnpwui; no 1 wnpuuy MapKyBaHHs: OHOBIEHHS iHgopMalii "OuiHka 6e3nekn CTOPOHHIX areHTiB"
KYNbTYPAN BKIlageHoMy y Bakctep Arl, (po3gin 3.2.A.2); aminu Il Tuny - 3miHa y meToaax BUNpobyBaHHS
bHA 6nictep; no 1 ABCTpISsi; KOHTPOIb [OOMOMDKHOT peyoBMHYM - 3aMiHa TecTy "iporeHn" Ha "BakTepianbHi
IHAKTUBOB 6nictepy Ta oKpeMoto sikocTi: bakctep Arl, eHpgoTokemHn" ans HSA NG (cupoBaTkoBuii anbbymiH NnioguHn
AHA rOfKO Y KAPTOHHIN ABCTpIsi; KOHTPONb HOBOIO MOKOMiIHHSA)
OYULLEHA Kopobui SIKOCTi; BUMYCK
COPBOBAH cepii: Mdpaiisep
A MeHtodekyypuHr
AscTpia 'm6X,
ABCTpig
145. | XAPBOHI TabneTku, BKpUTI lneapg CLUA BUMYCK Cepii, Ipnangis/ BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | Tuny - 3miHa 3a UA/15873/01/01
NNiBKOBOIO CaliieHcms, IHK. BTOpPUHHA Kanapa/ nepiogy NOBTOPHMX BUNpOoGyBaHb/nepiony 36epiraHHsA abo ymoB peuenmom
o6ornoHkoto, no 90 mr/ ynakoBka, CLWA 36epiraHHa A®I (3a BigcyTHOCTI y 3aTBEPOKEHOMY 4OCHE
400 mr; no 28 KOHTpOrb cepii: cepTucpikaTa BignosigHOCTI €Bponenchkini hapmakonei, LWwo

TabneTok y chnakoHi;
no 1 dpnakoHy B
KapTOHHI KopobLi

lneap CaneHcus

AneneHp HOC,
Ipnangis;

BUPOBHMLTBO,

nepBuHHa Ta

BTOPUHHA
ynakoBka,

KOHTPOIb cepii:

BKIIO4a€E nepios MOBTOPHOro BUMPObyBaHHs) (Mepios NOBTOPHOIoO
BunNpobyBaHHs/nepios 36epiraHHs) - 36inbLIeHHs abo BBegEHHS
nepiogy NoBTOpHOro BunpobyBaHHs/nepiogy 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOCHiMKEeHb Y peanbHOMY Yaci - BBeleHHs nepioay
nosTopHoro BunpobysaHHs ans A®I (codocbysip) 3 24 micauis oo
36 micauiB Ha OCHOBI AaHWX CTabinbHOCTI
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Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
MateoH IHk.,
KaHapa; BTOpuHHa
ynakoBka: lneag
CawieHcus, IHk.,
CLA; koHTpOnb
cepii: lNneag
CawieHcus, IHk.,
CLA; BTOpUuHHa
ynakoBka:
MinmayHT Xenckea
JIta., lpnangis;
KOHTPOrb Ccepil:
nna
LesenonmeHT, JIT,
CLIA
146. | XAPTUN®-H Tabnetkn, 5 mr/25 mr 3AT YropwumHa BignogiganbHi 3a YropwwmHa/ BHECEHHS 3MiH JO pPeeCTpaLiiH1X maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/6486/01/02
no 14 tabnetok y dapmaneBTny NOBHUI LMKN HimeuunHa 3 gKkocTi. [oToBMIA nikapcbkuii 3aci6. 3MiHW y BUpOBGHMUTBI. 3amiHa | peyernmom
6nicTepi; no 2 HWI 3aBo BMPOGHMUTBA: abo BBeEHHs 404aTKOBOI AinbHULI BUPOGHMLUTBA ANst YacTUHM abo
6nictepn y kopobui ErC 3AT BCbOr0 BUPOOHUYOro NpoLEeCy roTOBOTO JiKapCbKOro 3acoby
dapmaLeBTUYHNI (BinbHUUSA, Ha AKiIN NpoBoAsATbCA ByAb-AKi BUPOGHUYI cTagii, 3a
3aBog ErlC, BUHSITKOM BUMYCKY CEpii, KOHTPOIIO SIKOCTi, NEPBUMHHOIO Ta
YropwuHa; BTOPWHHOTO NaKyBaHHS, A8 HECTEPUNBbHUX MiKapCbKux 3acobiB) -
Anbdamen ©apbin BBEeEHHs1 [oOaTKOBOI AinbHULi BUpobHuuTBa 3AT
ApuHanmiTTens dapmauneBTuyHM 3asog ElC, YropwumHa; 3miHm | Tuny - 3miHm 3
mM6X, HimevunHa skocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTBCSA BUNYCKY Cepii Ta KOHTPOIO
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo foaaBaHHs
AOiNbHULI, Ha SKiIN 30INCHIOETLCS KOHTPONb/BUNPOBYBaHHS cepii);
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMI Nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3MiHN BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig yac BMpobHULTBa roTOBOro
nikapcbkoro 3acoby (gonoBHeHHst abo 3amiHa BUNPobyBaHHs B
npoteci BUpobHMLTBa 3a pe3ynbTaTtamu JOCHimKeHb 3 6e3neku abo
AKOCTI) - 3MiHN BUNPoOyBaHHSA B NpoLeci BUpoOHWLTBA; 3MiHu | TUny
- 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
OONyCTUMKX MEX rOTOBOTO FiKapCbKoro 3acoby (BUry4YeHHs
He3HayHOro rnokasHuka (HanpwvKnag 3acTapifioro nokasHuka, Takoro
sk 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
[o6aBoK)) - BUNMy4YeHHS NOKa3HMKa AKocTi B TecTi "CTOPOHHI
Aomilkn"("NpodyKTbl pa3noXeHus rmapoxnopoTuasuaa: - npuMech
C": npu Bbinycke: He 6onee 0,5 %, B KOHLIE CpOKa rOAHOCTU: He
6onee 0,5 %)
147. | XAPTUN®-H Tabnetku, 2,5 mr/12,5 3AT YropwuHa BinnosigansHi 3a YropwwmHa/ BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3miHu | Tuny - 3miHn 3a UA/6486/01/01
Mmr no 14 Tabnetok y dapmaneBTny MOBHMI LMKN HimeuyunHa 3 AkocTi. [0TOBMI nikapcbkuii 3aci6. 3miHnM y BUpobHMUTBI. 3amiHa | peyenmom
6nictepi; no 2 HWIA 3aBO[, BUpOBOHMLTBA: abo BBeEeHHS 4OA4ATKOBOI AiNbHULI BUPOBGHMLTBA AN YacTMHM abo
6nictepn y kopobui ErC 3AT BCbOrO BMPOGHWYOro MpoLecy roToBoro fikapcbkoro 3acoby
dapmaueBTUYHNI (BinbHUUS, Ha SAKiN NpoBOAATLCS Oyab-AKki BUPOOHUYI cTagil, 3a
3aBog ElC, BVHSATKOM BWMYCKY CEPil, KOHTPOIIO SKOCTi, NEPBUHHOTO Ta

YropLimHa;

BTOPVMHHOIO NaKyBaHHsl, AN HECTePUIbHUX Nikapcbkux 3acobis) -
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
Anbdamen ®apbin BBE[EHHS1 [OOATKOBOI AinbHuULi BUpobHuuTBa 3AT
ApuHanmitTenb dapmaueBTuyHni 3asog ElMC, YroplumHa; 3amibm | Tuny - 3miHm 3
MM6X, HimeuunHa sikocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/aMiHn, L0 CTOCYIOTBCSA BUMYCKY Cepii Ta KOHTPOI0
AKOCTi FOTOBOrO NMikapCbKoro 3acoby (3amiHa abo AoAaBaHHSA
OinbHULI, Ha AKIN 30INCHIOETLCST KOHTPONbL/BUNPOGYBaHHS cepii);
3MiHu | Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbkuin 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo AONYyCTUMUX MEX,
BCTaHOBIEHMX Yy crieuudikauisix, nig Yac BUpoGHULTBA roTOBOrO
nikapcbkoro 3acoby ([onoBHEHHst abo 3amiHa BUNPobyBaHHS B
npoueci BUpobHMLTBA 3a pesynbTatamu JocnigpkeHb 3 6e3neku abo
AIKOCTi) - 3MiHN BUNpoByBaHHS B NpoLeci BUpOGHULTBA; 3MiHu | Tuny
- 3MmiHu 3 AkocTi. FoToBUI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[OMYCTUMMX MEX roTOBOrO NiKapcbKoro 3acoby (BUMy4eHHs
He3Ha4yHOro rnokasHuKa (HanmpuvKnag 3acTtapifioro nokasHuka, Takoro
SIK 3anax Ta cMmak, abo igeHTudikauiss 6GapBHMKIB UM CMaKOBUMX
[06aBoK)) - BUNYyYEHHs NMoKa3HKKa sKocTi B TecTi "CTOPOHHI
Aomilkn"("NpoayKTbl pas3noXeHns rmapoxnopoTuasmaa: - npuMech
C": npm Bbinycke: He 6onee 0,5 %, B KOHLIe CpOKa rOQHOCTU: He
Gonee 0,5 %)
148. | XEBEPT Tabnetkv no 10 XeBepT Himeuunna XeBepT HimeyunHa BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | Tuny - 3miHa bes UA/12771/01/01
nynbmo TabneTok y bnictepi; ApuHanmitten ApuHanmitTenb abo gogaBaHHS LWTaMMiB, MOTOBLLEHb abo iHLWMX MapKyBaHb, peuenma
no 4 6nictepu B b M'v6X & Ko. v6X & Ko. KIF BKIOYaouM 3amiHy abo gogaBaHHst hapb Ans MapkyBaHHs!
KapTOHHIl Kopobui KIr nikapcbKoro 3acoby — 3 MeToto npusefeHHs n. «Onuey» y
crneundikalii Ta MeToaax KOHTPONIO SKOCTI Y BiANOBIgHICTb A0
mMaTepianis peecTpaLiiHoro 4OCbE NPOMOHYETLCS BHECEHHS
YTOYHEHHS Y ONUC TUCHEHHST HA TabneTui CTMNi3oBaHoI nitepu
cneujianbHO po3pobreHnm WpndToM
149. | XEBEPT® Tabnetku, no 10 XesepT Himeuuunna XesepT Himeuunna BHECEHHS 3MiH 4O peecTpauinHux maTepianis: -3MiHn | TURy - bes3 UA/13239/01/01
CUHYCITIC TabneTtok y bnictepi; ApuHarmiTTen ApuHanmiTTens AnMiHicTpaTMBHI 3MiHK. 3MiHa Ha3BW MikapcbKoro 3acoby peuenma
4 6nictepu B b 'M6X & Ko. 'mb6X & Ko. KI 3atBepaxeHo: XEBEPT CUMHYCITIC 3anponoHoBaHo: XEBEPT®
KapTOHHIN kopobui Kr CWHYCITIC BBeaeHHs 3miH npoTsirom 6-t1 micsAuiB nicns
3aTBepAKEHHS
150. | XEBEPT® Tabnetkn no 10 XeBepT HimeuunHa XeBepT HimeuyunHa BHECEHHS 3MiH 0 peecTpaulitHux maTepianis: 3miHu | Tuny - 3miHn 6e3 UA/13239/01/01
CUHYCITIC Tabnetok y 6nictepi; ApuHanmitTen ApuHanmiTTens 3 AkocTi. FoToBUI nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3MiHn) peuernma
4 6nictepu B b 'M6X & Ko. v6X & Ko. KIF npuBeaeHHs Ha3Bu dito4oi peyoBuHK Cinnabaris (Hydrargyrum
KapTOHHIN kopobuj Kr sulfide rubrum) y BignoBigHicTb Ao HimeLbkoi romeonaTuyHoI
capmakonei (3aTBepaxeHo: Cinnabaris (Hydrargyrum sulfide
rubrum); 3anponoHoBaHo: Cinnabaris Hydrargyrum sulfuratum
rubrum).
BBeaeHHs 3MiH NpoTArom 6-T1 MicAUIB MiCnsa 3aTBEPAKEHHS
151. | XEBEPT® Tabnetkn no 10 XeBepT HimeyuunHa XeBepT HimeuyunHa BHECEHHS 3MiH 10 peecTpaLiiHmMx maTepianis: 3miHu | Tuny - 3miHn be3 UA/13239/01/01
CUHYCITIC TabneTok y 6nictepi; ApuHanmitTen ApuHanmiTTens wopno 6e3nekun/edpekTUBHOCTI Ta chapmakoHarnsgy. 3miHa y peuenma
4 6nictepu B b 'M6X & Ko. v6X & Ko. KI KOPOTKI XapaKTepucTuLi NnikapCbKoro 3acoby, TEKCTi MapKyBaHHS
KapTOHHIN kopobLj Kr Ta iHCTPYKUii ANA MEeAMYHOro 3acTOoCyBaHHS Ha MiacTaBi perynspHo

OHOBIOBAHOIO 3BiTYy 3 Ge3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sik pe3ynbTaT OLiHKM 3BiTYy 3
[ocnigXeHb, NpoBeAeHMX BignoBigHO 40 NnaHy negiatpudHux
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[IpogoBxkeHHs no1aTka 3

Ne Haszea ®Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6HUK eidnycky peecmpauitiHo
3acoby ynakoeka) a 20
noceid4yeHHs
pocnigpkeHb (PIP) (iHwi 3miHWM) 3MiHn BHeceHi Ao IHCTpyKuii ans
MeANYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby A0 po3ainis:
"Moka3aHHs" (BUNyYeHHs ), "B3aemogis 3 iHW1MK nikapCbKUMm
3acobamu Ta iHwWi Buam B3aemogin”, "OcobnmneocTi 3acTocyBaHHS",
"Mo6ivHi peakuii” 3rigHo 3 iHbopmaLieto Wwoao 6esnekn aitoyoi
PEYOBUHM BIigMNOBIgHO 40 MaTepianiB peecTpauiiHoro 4ocke
152. | XEBEPT® Tabnetkv no 10 XeBepT Himeuunna XeBepT HimeyunHa BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3MiHu | Tuny - 3miHn bes UA/13239/01/01
CUHYCITIC TabneTtok y bnictepi; ApuHanmitTTen ApuHaimiTTeNb wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenma
4 Gnictepu B b M'v6X & Ko. v6X & Ko. KIF 3MiHW 40 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
KapTOHHI Kopobui KIr (BBEAEHHSA y3aranbHEHUX AaHUX MPO cuctemy dapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
apmakoHarnsigy; KOHTakTHoOI ocobu 3 hapmakoHarnsigy 3asiBHUKa
Ans 3AiNcHeHHs dhapmakoHarnsgy B YKpaiHi, SKLLO BOHa BigMiHHA
BifJ yNoBHOBaXeHOi ocobu, BignoBiganbHOi 3a 34iiCHEHHS
apmakoHarnsigy (BKoYakum KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLleHHi MacTep-gaiina cuctemmn dpapmakoHarnsagy) - 3MiHa
KOHTaKTHOI 0cobu 3 hapMakoHarnsay 3asiBHUKa ANst 34INCHEHHS
dapmakoHarnagy B YkpaiHi. [ponoHoBaHa pegakuis: Omutpo
[aBpuneHKo. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOI ocobu 3
dapMakoHarnagy 3asiBHUKa Ans 34iNCHeHHs papmakoHarnsgy B
YkpaiHi
153. | UEPEBPYM PO34MH Ans iH'ekuin, Bionoriwe HimeyunHa Bionoriwe HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiHnx matepianis: * 3MiHu | Tuny - 3a UA/7791/01/01
KOMMO3UTY | no 2,2 mn B amnyni; XannbMmittenb XannbMmittenb 3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3acit. Cuctema peuenmom
MH no 5 amnyny Xeenb M'mbX Xeenb M'mbX KOHTenHep/3akynoptoBarnbHui 3acib. 3mMiHa po3Mipy ynakoBku
KOHTYPHI YapyHKOBIl roTOBOrO MikapCbKoro 3acoby (3miHa KinbKoCTi 0auHULE (Hanpuknag
ynakosui; no 1 TabneTok, amnyn Towlo) B ynakoBLi:) - 3MiHa nosa Aiana3oHom
KOHTYPHI/ YapyHKOBIl 3aTBEPAXEHMX PO3MIpIB YNaKOBKM - BBEAEHHS A04ATKOBOI YNaKOBKU
ynakoBLi B kopobui 3 Ne 10 (5x2) , 6e3 3miH NepBMHHOrO NakyBarbHOro MaTepiany Ta 3
KapTOHY; No 2,2 Mn B BiANOBIAHMMM 3MieaMun 00 po3ainy «YnakoBkay
amnyni; no 5 amnyn y BBegeHHs 3MiH NpoTsirom 3-x MicsILIiB NicnsA 3aTBEPOXKEHHS.
KOHTYPHili YapyHKOBIN
ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynaKkoBKu B KOpobLli 3
KapTOHY; No 2,2 Mn B
amnyni; no 5 amnyn y
KOHTYPHili YapyHKOBIN
ynakosui; no 20
KOHTYPHUX
YapyHKOBMX YNaKOBOK
y KOpobLii 3 KapTOHY
154. | LINTIOKCAH® Kpanni OYHi/BYLUHI Hosapric LLisenuapis AnkoH-KyBpbop Benebris BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHW | Tuny - 3MiHn 3a UA/8565/01/01
0,35% no5wmny Papma Al wofo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. BeegeHHs abo peuernmom

cbnakoHax-
KpanenbHuusx "Opon-
TenHep®"; no 1
nakoHy B KopobLi 3
KapTOHY

3MiHW 00 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHNX AaHNX Npo cucTemy hapmakoHarnagy,
3MiHa yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iMCHEHHS
dapmakoHarnsigy; KOHTakTHoI ocobu 3 hapmakoHarnsgy 3asiBHUKa
Ans 3AiNCHeHHs dhapmakoHarnagy B YKpaiHi, SKLO BOHa BiAMIHHA
Bif, YNOBHOBa)eHOT 0Co0U, BiANOBIiAaNbHOI 3@ 34iINCHEHHS
capmakoHarnagy (BKMYar4mn KOHTaKTHI AaHi) Ta/abo 3MiHW y
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[IpogoBxkeHHs no1aTka 3

Ne
n/n

Haszea
JNikapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPOBHUK
a

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo
20
noceidyeHHs1

po3MmilLeHHi MacTep-daiina cuctemmn hapmakoHarnsagy) - 3MiHa
KOHTaKTHUX JaHuX yNoBHOBaXKeHOI ocobw, BignoeiganeHoi 3a
dapmakoHarnsag. 3miHa Micus 34iNCHEHHS OCHOBHOI AisiNbHOCTI 3

dapmakoHarnsgy. 3miHa agpecu mactep-carina

HavanbHuK Bigainy 3 nutaHb ¢hapmaueBTUYHOI

AlanbHOCTI [lenapTamMeHTy BnpoBagXXeHHA pedopm

T.M. JIlackoBCbkumn




