MIHICTEPCTBO OXOPOHH 3/J0POB’Al YKPAIHU
HAKA3

Kuis

03 nmucronaza 2020 Ne 250

I[Ipo pAep)kaBHY peecTpanil0 Ta BHeCeHHs 3MiH /0 peecTpaljiiHUX MarepiaiiB
MKapChbKMX  3aco0iB, sKi  3apeecTpoBaHi KOMIIETEHTHHMH  OpraHam
IIBeiinjapcbkoi Kondegepaiii, EBponeiicbkoro Coro3y

BigmoBigHo mo crarti 9 3akoHy Ykpainu «[Ipo JsikapceKi 3acoOm»,
nyHkty 5 [lopsizky pepskaBHOi peecTpaljii (riepepeecTpaliii) giKapchbKuUx 3acobiB,
3aTBep/KeHoro rocraHoBoro Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poky
Ne 376 «IIpo 3arBepmxkeHHsi Ilopsigky [Jep>kaBHOiI peecTpauil (repepeectpariii)
nmiKapchbKuX 3aco0iB i po3mipiB 300py 3a iX Jiep)KaBHY peecTpallito (repepeecTpailito)»,
ab3ally ABajLATH CbOMOTO MiANMYHKTY 12 myHKTY 4 IlosiorkeHHsi mpo MiHicTepcTBO
OXOPOHHU 3/I0pPOB’Sl YKpaiHW, 3aTBepPJPKeHOro IIoCTaHOBOW Kabinety MiHicTpiB
Yxpainu Bif 25 6epe3nst 2015 poky Ne 267 (B pefakiiii mocraHoBu Kabinety MiHicTpiB
Ykpainu Big 24 ciunsg 2020 poky Ne 90), nyHkTy 5 po3ziny II Ta nyHkTty 12 po3ainy 111
[TopsiAKy po3r/siAy peecTpaljiiHiX MaTepiasiiB Ha JIiKapChKi 3acobu, 110 MOZAI0TLCA Ha
Jlep)KaBHy peecTpallito (TepepeecTpailifo), Ta MarepiajiB NP0 BHECEHHS 3MiH [0
peecTpaLiiiHiX MarepiajiB TPOTArOM il peecTpal[iiHOro MOCBiAUeHHsI Ha JiKapChbKi
3acobu, siKi 3apeecTpoBaHi KomIieTeHTHUMHU opraHamu CriosiyueHux IlItaTiB AMepuky,
IBetiniapcekoi Kondenepauii, Anowii, ABctpanii, Kanazau, mikapcbkux 3acobis, 1110 3a
L[eHTpa/1i30BaHOI0 TpoLelyporo 3apeecTpoBaHi KOMIIETEHTHHUM OpraHoM
€porneiickkoro Coro3y, 3aTBep[)KeHOro Haka3oM MiHicTepcTBa OXOPOHM 3/0pOB's
Ykpaiuu Big 17 mucromaza 2016 poky Ne 1245, 3apeectpoBaHoro B MiHicTepcTBi
roctuljii Ykpainu 14 rpyaas 2016 poky 3a Ne 1619/29749, Ha miacTaBl CKIafeHUX
[ep>kxaBHUM TIiANPUEMCTBOM «/lep)KaBHUU eKCIepTHUM LieHTp MiHicTepcTBa OXOPOHU
3[0pOB’sl YKpaiHW» BHUCHOBKIB 3a pe3yJ/ibTaTaMHM PO3IJIsi[ly PeeCTpalliMHUX MaTepialis,
MOIAHNX Ha JIep)KaBHY PpeeCTparjifo JTiKapchbKux 3acobiB, sKi 3apeecTpoBaHi
KoMmneTeHTHUM opraHoM IIIBeiiijapcbkoi KoHdezepatiiii, i BUCHOBKIB NP0 pe3ynbTaTH
pO3I/Isily MaTepiasiB MPO BHECEHHSI 3MiH [0 peeCTpalliiHUX MartepiasiB JliKapCbKUX
3acobiB, sKi 3apeecTpoBaHi KOMIIETEHTHUM opraHoM €Bpomneiicbkoro Coro3y,
[TpoTokosibHOTO pimieHHs1 3acimanHs Ne 13 TloctiiiHoi pobodoi rpymu 3 po3rsay
npobieMHUX TIUTaHb [Iep)KaBHOI peecTparlii JikapchbKux 3aco0biB Bin 28 >xoBTHs 2020

POKY

HAKA3YIO:



1. 3apeecTpyBaTy Ta BHECTH /0 [lep>KaBHOTO peecTpy JiKapchbKux 3acobiB YKpaiHu
niKapchKi 3aco0u 3rifHO 3 TepeikoM (J1oAaToK 1).

2. BigMoBuTH y gepkaBHiM peecTpallii Ta BHeceHHi [0 [lep)KaBHOrO peecTpy
niKapchKuX 3aco0iB YKpaiHM JIiKapCchKUX 3aco0iB 3riJHO 3 J0aTKOM ([[0/IaTOK 2).

3. Brectn 3MiHM [0 peecTpaliiHMX MarepiasiB Ta [lep)KaBHOTO peecTpy
niKapchKUX 3aco0iB YKpaiHM Ha jiKapchKi 3aco6u 3rifiHO 3 TiepesiikoM ([[oaTok 3).

4. KoHTpo/sib 3a BHKOHaHHSIM LIbOI'O Haka3ly IOK/IaCTU Ha 3acTyrnHuKa MiHicTpa
OXOPOHM 3/]0pPOB’Sl YKpaiHU 3 MUTaHb €BPOIEUCHKOI iHTerpatlii IBamjenka [.A.

MiHuicTp Makcum CTEITAHOB



NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TIOIMN4YHUX MPEMNAPATIB),

Jopartok 1

A0 Haka3y MiHicTepcTBa OXOPOHMU
300pPOB’A YKpaiHu
03.11.2020 Ne 2500

AKI BHOCATbLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU, AKI 3BAPEECTPOBAHI
KOMMNETEHTHUMW OPITAHAMW CMOJTYYEHUX LUTATIB AMEPUKW, LUBEUUAPCbBKOI KOH®EAEPALIJ,
AMNOHII, ABCTPANII, KAHAOW, NMNIKAPCbKNX 3ACOBIB, O 3A LLEHTPA/TI3OBAHOIO NPOLEEALYPOIO

3APEECTPOBAHI KOMMETEHTHAM OPFrAHOM EBPOMNENCBLKOIO COHO3Y

nonepeAHbL0 HanoOBHEHOMY
LUMPWLL, 3aKynopeHoMy
NPOGKOI Ta NIACTUKOBUM
KOBMAYKOM 3 KOHTPOJIEM
NepLLOro BigKPUTTA, pa3oM 3
rOMIKOK 151 BBELEHHS
BKNageHuii B 6nictep B
KapTOHHI Kopo6uji 3
nepdhopavieto 4151 KOHTPOO
nepLioro BigKpUTTA

BWMYCK Cepil:

LICN BepiHr Al LLBeliyapis;
nepBUHHE MakKyBaHHS
(acenTnMyHe HanOBHEHHS
LUINPWLiB, MapKyBaHHs),
KOHTPO/b AKOCTI
(mikpobionoriuHwmia,
CTEepPW/IbHICTb), BTOPUHHE
nakyBaHHs):

LIC/1 Bepinr T'M6X, HimeuunHa

Ne Hassa dopma sunycky (nikapcbka 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Peknam Homep
n/n JliKapcbKo20 ¢hopma, ynakoska) UHa BionycKy yBaHHs | peecmpayiliHo2o
3acoby npoyeodypa nocsioYyeHHs1
1. PO®INAK pO34uH ANs iH'ekuiid, 300 MKr LIC/1 BepiHr Al LlBeiiuapis BMPOBHULITBO HEPO3(hacoBaHoil LBeiiuapis/ peecTpauis 3a He UA/18407/01/01
(1500 MO)/2 mn, no 2 mn y NPOAYKLUIT, KOHTPO/Ib SIKOCTI, HimeuunHa Ha 5 pokis peuyenmom | nidsisizae

FeHepasibHUI gUPEKTOP
AuvpekTopaTty dpapmaLeBTUUHOro 3a6e3neyYeHHs

0.0. Komapiga




Aopaartok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu

03.11.2020 Ne 2500

NEPENIK
NIKAPCbKWx 3ACoBiB, LLIO 3ANPOMOHOBAHO A0 AEPXXABHOI PEECTPALLI

fIKI BAPEECTPOBAHI KOMMNETEHTHVMMW OPFAHAMM CMOTYYEHUX LUTATIB AMEPUKW, LUBEALLAPCBHKOI
KOH®EAEPALLLL, AMOHII, ABCTPANI, KAHAAN, NIKAPCBKUX 3ACOBIB, LLIO 3A LIEHTPA/II30BAHOIO
NPOLIEAYPOIO 3APEECTPOBAHI KOMNETEHTHMM OPFAHOM EBPOIMECHKOIO COMO3Y, AKAM
BIAMOB/EHO Y AEPXABHIA PEECTPALLI TA BHECEHHI A0 AEPXXABHOIO PEECTPY NIKAPCbKUX

3ACOBIB YKPAIHU

Ne Hassa dopma surnycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy aHHs peecmpayjiliHo2o
3acoby YrnakoskKa) nocBi04Y€eHHs1
2. NO3APTAH TabneTkn, BKPUTI CaHpo3 CnoBeHis Jlex dapmaveBTMyHa KOMMaHis 4.4., CnoseHis/ peecTpavuis Ha 5 3a He UA/18406/01/01
CAHAO3® NNiBKOBOIO PapmacbloTikan3 CnoBeHia (nepBvHHE Ta BTOPUHHE PymyHis/ pokiB peyenmom niosisieae
LOSARTAN 060/10HKO10, Mo 50 o.a. nakyBaHHs, 403BiN Ha BUNYCK cepil); HimeyunHa/
SANDOZ® Mr, No 14 TabneTok, Jlex dapmaveBTMYHa KOMMaHis 4.4., TypeyuunHa/
BKPUTUX NIBKOBOIO CnoBeHia (nepBvHHE Ta BTOPUHHE
060/10HKOI Y nakyBaHHS, TeCTyBaHHS, A03BIN Ha
6nicTepi, no 2 abo 7 Bunyck cepii); C.K. Cangos C.P.N.,
6nicTepiB y PymyHis (TecTtyBaHHs); Cantotac
KapTOHHIA KopooLi $apma NvbX, HimeuyunHa
(BMpPOGHMLTBO HEpPO3thacoBaHOro
NPOAYKTY, NEPBUHHE Ta BTOPUHHE
nakyBaHHsl, TecTyBaHHs); CaHa03
Ipyn Carnuk YpyHnepi Inaknapi CaH.
Be Tik. A.C., TypeuunHa (BUpo6GHULTBO
Hepo3dacoBaHoro NpoaykTy); CaHao3
Inak CaHaii Be TikapeTt A.C.,
TypeuunHa (BUPOOHNLTBO
Hepo3¢hacoBaHOro NPOAYKTY,
nepBUHHE Ta BTOPWHHE NaKyBaHHS,
TECTYBaHHS)
3. NO3APTAH TabneTkn, BKPUTI CaHpo3 CnoseHisa ek dapmaveBTMYHa KOMMaHis A.4., CnoseHis/ peecTpavuis Ha 5 3a He UA/18406/01/02
CAHAO3® NNiBKOBOIO dapmacboTikan3 CnoBeHis (NepBNHHE Ta BTOPUHHE PymyHisi/ poKiB peuyenmom nidssieae
LOSARTAN 060/10HKO10, N0 100 o.a. nakyBaHHs1, 403BiN1 Ha BUNYCK cepil); HimeyunHa/
SANDOZ® Mr, no 14 TabneTok, ek dapmaveBTMYHa KOMMaHis A.4., TypeyuuunHa/
BKPUTUX NNiBKOBOIO CnoseHia (NepBUHHE Ta BTOPUHHE
0060/10HKOI Y nakyBaHHS, TeCTyBaHHS, 403BIN Ha
6nicTepi, no 2 abo 7 Bunyck cepii); C.K. Cangos C.P.1.,
6nictepiB y PymyHis (TecTyBaHHs1); Cantotac
KaPTOHHIi KOpoOLyi dapma 'm6X, HimeyunHa




Ne Hassa ®dopma BuUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, npoyeoypa Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

(BUPOBHMLTBO HEPO3(hacOBaHOIO
NPoAyKTY, NepBMHHE Ta BTOPUHHE
nakyBaHHs, TecTyBaHHs); CaHf03
pyn Carnuk YpyHnepi lnaknapi CaH.
Be Tik. A.C., TypeuunHa (BUpo6HMLTBO
Hepo3ghacoBaHOro Npoaykty); CaHao3
Inak CaHaii Be TikapeT A.C.,
TypeuunHa (BMPOOGHULITBO
Hepo3acoBaHOro NPoayKTy,
nepBUHHE Ta BTOPWHHE NakyBaHHS,
TecTyBaHHs)

FeHepasibHUI gUPEKTOP
AuvpekTopaTty dpapmaLeBTUUHOro 3a6e3neyYeHHs

0.0. Komapiga




Aopartok 3

Ao Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKpaiHu

03.11.2020 Ne 2500

NMEPENIK

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIOMOMNYHUX NPEMAPATIB), LLLOAO AKUX BYNN BHECEHI
3MIHU A0 PEECTPALLIHNX MATEPIANIB, IKI BHOCATLCA A0 JAEPXABHOIO PEECTPY JIIKAPCbKUNX
3ACOBIB YKPAIHW, fIKI BAPEECTPOBAHI KOMNETEHTHVMMW OPFAHAMM CMOJTYYEHUX LUTATIB
AMEPWKW, LWUBENLAPCbKOI KOH®EAEPALLII, ANOHIi, ABCTPANII, KAHAAN, NIKAPCbKUX 3ACOBIB, LLIO

3A LEHTPANMI3BOBAHOIO NMPOLEEAYPOLO SAPEECTPOBAHI KOMNETEHTH/AM OPIrAHOM
EBPOMNENCBLKOIo CO3y

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep peecmpayitiHo2o
n/n JliKapcbKo20 (nikapcbka gpopma, BionyckKy nocsio4eHHs
3acoby YnaKosKa)
1. BAPIATE®® Kancynm m siki no 100 BepiHrep HimeuunHa BMPOGHMK, O Bignosigae 3a Bunyck | HimeyunHa A.5.6, Tun IA — To change the 3a UA/16651/01/01
mr no 10 kancyn IHrenbxanm cepil: name of the quality control peuyenmom
M'SKVX B IHTepHeLwH BepiHrep IHrenbxaiim ®apma Mv6X i testing site of the finished
antomiHieBomy m6X Ko. KI', HimeuunHa product from «Labor L+S AG»

6nictepi, no 6 abo 12
6nicTepiB y KAPTOHHIN
KopooLi

BMPOGHMLITBO, YNakoBKa Ta
KOHTPO/Ib AKOCTi kKancyn in bulk
(Hepo3sdpacoBaHoOi NpoAyKLiT
nikapcbKoro 3acoby):
KaTtaneHT HimeuunHa E6epbax
M6X, HimeuunHa
nepBuHHe (6nicTepu) Ta BTOPUHHE
nakyBaHHs1 (KOpobku), MapKyBaHHS
(nepByHHOTO Ta BTOPMHHOTO
nakyBaHHs) Ta KOHTPOJ1b AKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxaiim ®apma Mv6X i
Ko. KI', HimeuunHa
anbTepHaTUBHI AiNbHULI Ans
BTOPVHHOTIO NakyBaHHA Ta

(Mangelfeld 4, 5, 6, 97708 Bad
Bocklet-Grossenbach,
Germany) to «Labor LS SE &
Co. KG». The address
remains unchanged.

In addition, the applicant took
the opportunity to include
editorial changes in module
3.2.P.3.1. (alignment of the
site name «A&M Stabtest
Labor fur Analytik und
Stabilitatsprufung GmbH> to
«A&M Stabtest GmbH Labor
fur Analytik und
Stabilitatsprufung» according

MapKyBaHHS: to the latest GMP certificate
dapwm/lor ®apma JlogxicTik TM6X, and clarification on quality
HimeuunHa control testing.

LLTeremaHH JIbOHhepnakyHreH yHz
Norictiwep Cepsic e. K., HimewunHa
anbTepHaTUBHI nabopaTtopii Ans
NPOBeAEHHS KOHTPOSO AKOCTI (3a
BVK/TIOYEHHAM MIKPO6io/IOrivHOT
4YUCTOTK):

A eHg Em LtabTtect TM6X

TepMmiH BBEAEHHSA 3MiH:
npoTsArom 6 micsAuis nicns
3aTBEPAKEHHS.




Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢popma,
yrnakoska)

3assHuUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Howmep peecmpayitiHo2o
nocsi0YeHHs

(NabopaTopis KOHTPO/IO AKOCTI Ta
TeCTyBaHHS CTabisIbHOCTI),
HimeuunHa
HysicaH MM6X, HimevunHa
anbTepHaTuBHI naboparopii gns
NPOBEEHHS KOHTPOSIIO AKOCTI 3a
NoKa3HUKOM MikpobionoriyHa
yucrora:

CI'C IHcTutyT ®peseHiyc MM6X,
HimeuunHa;

Na6op /1IC CE eHg Ko. KI,
HimeuunHa

BAPIrATE®®

Kancynm m ski no 150
Mmr no 10 kancyn
M'SKNX Y
anomiHieBoMy
6nictepi, no 6
6nicTepiB y KAPTOHHIN
Kopoo6Li

Bepinrep
IHrenbxanmv
IHTEepHeLwHN

M6X

HimeuunHa

BMPOGHWK, LLIO BiMNOBiga€e 3a BUMYyCK
cepit:

BepiHrep IHrenbxainm ®apma MméX i
Ko. KT, Himeuunna
BMPOGHMLITBO, YNakoBka Ta
KOHTPO/b AKOCTi Kancyn in bulk
(Hepo3dhacoBaHOi NpoaykKuii
nikapcbKoro 3acoby):
KataneHT HimeyunHa E6epbax
m6X, HiMewunHa
nepsuHHe (bnictepn) Ta BTOPUHHE
nakyBaHHs (KOPOOKW), MapKyBaHHS
(NepByHHOrO Ta BTOPUHHOTO
nakyBaHHs1) Ta KOHTPOJIb AKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxainm ®apma MNvoX i
Ko. KI', HimewyunHa
anbTepHaTUBHI AiNbHULI AnA
BTOPVHHOIO NakyBaHHA Ta
MapKyBaHHS:
®apwm/lor ®apma JlogxicTik TM6X,
Himeuunna
LLteremaHH JIbOH)EpPNaKkyHreH yHa
Norictiwep Cepsic e. K., HimeyunHa
anbTepHaTuBHI naboparopii gns
nNpoBefileHHS KOHTPO/I0 AKOCTI (3a
BUK/TIOYEHHAM MIKPO6IONOrivHOT
yncToTH):

A eHg Em LTabTecT MNM6X
(NTabopaTopis KOHTPO/IO AKOCTI Ta
TeCTyBaHHS CTabisIbHOCTi),
HimeuunHa
HysicaH MM6X, HimevunHa
anbTepHaTuBHI naboparopii gns
NPOBEeEHHs KOHTPOJIIO AKOCTI 3a
noKasHUKOM MikpobiosioriyHa

HimeuunHa

A.5.6, Tun IA — To change the
name of the quality control
testing site of the finished

product from «Labor L+S AG»

(Mangelfeld 4, 5, 6, 97708 Bad

Bocklet-Grossenbach,
Germany) to «Labor LS SE &
Co. KG». The address
remains unchanged.

In addition, the applicant took
the opportunity to include
editorial changes in module
3.2.P.3.1. (alignment of the
site name «A&M Stabtest
Labor fur Analytik und
Stabilitatsprufung GmbH» to
«A&M Stabtest GmbH Labor
fur Analytik und
Stabilitatsprufung» according
to the latest GMP certificate
and clarification on quality
control testing.
TepMmiH BBEEHHS 3MiH:
npoTsArom 6 micsAuis nicns
3aTBEPAKEHHS.

3a
peyenmom

UA/16651/01/02




Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢popma,
yrnakoska)

3assHuUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Howmep peecmpayitiHo2o
nocsi0YeHHs

yucToTa:
CI'C IHcTuTtyT ®peseHiyc Mv6X,
HimeyunHa;
Na6op IC CE eHg Ko. KT,
HimeuunHa

BAPIATE®®

Kancynm m ki no 100
mr no 10 kancyn
M'AKNX B
anoMiHieBOMy
6nicTepi, no 6 abo 12
6nicTepiB y KAPTOHHIl
Kopoo6Li

BepiHrep
IHrenbxanm
IHTepHeLwHN

6X

HimeuunHa

BMPOGHMK, LLIO BigNOBigae 3a BUNycK
cepii: BepiHrep IHrenbxanm ®apma
'M6X i Ko. KI', HimeuuunHa;
BMPOGHMLITBO, yrakoBka Ta
KOHTpPO/b AKOCTi kancyn in bulk
(Hepo3sdhacoBaHoOi NpoAyKLiT
nNikapcbKoro 3acoby): KataneHt
HimeuunHa E6epbax MvbX,
HimeuuunHa; nepsuHHe (6nicTepu) Ta
BTOPUHHE NakyBaHHs (KOPOOKH),
MapKyBaHHs (NepBYHHOrIO Ta
BTOPWHHOTO MakyBaHHS) Ta
KOHTPO/Ib AKOCTi NiKapCbKoro
3acoby: bepiHrep IHrenbxaiim
$apma MvbX i Ko. K, HimeuunHa;
anbTepHaTUBHA AiNbHULA ANs
BTOPVHHOIO NakyBaHHA Ta
MapKyBaHHS:
dapm/lor dapma JlogxicTik F'mM6X,
HimeyumHa; LTeremaxH
JNboHbepnakyHreH yHa, Jlorictiwep
Cepsic e. K., HimeuunHa;
anbTepHaTuBHa nabopartopis ans
nNpoBefileHHS KOHTPOII0 AKOCTI (3a
BUK/TIOYEHHAM MIKPO6IONOrivHOT
yncToTn): A eHp Ym Ltabtect MM6X
(NabopaTtopis KOHTPO/IO AKOCTI Ta
TEeCTyBaHHS CTabi/IbHOCTI),
HimeyunHa; anbTepHaTnBHa
naéopartopis 4718 NPOBeAEHHS
KOHTPO/IO AKOCTI (32 BUK/TIOYEHHAM
MiKpo6ionoriyHoi umcToTn): HysicaH
'M6X, HimeuyunHa; anbTepHaTuBHa
naéopartopisi 4719 NPOBEAEHHS
KOHTPO/IO AKOCTi 3@ MOKa3HNKOM
Mikpo6ionoriyHa unctota: CI'C
IHCTUTYT Ppeseriyc MM6X,
HimeuuunHa; Nabop /1+C Al
HimeyumnHa

HimeyunHa

B.l.b.2.a IA — Change in test
procedure for AS or starting
material/reagent/intermediate
— Minor changes to an
approved test procedure.

3a
peyerimom

UA/16651/01/01

BAPIrATE®®

Kancynm m ski no 150
Mmr no 10 kancyn
M'SKNX Y
anomiHieBomMy

BepiHrep
IHrenbxanm
IHTepHeLwHN

6X

HimeuunHa

BMPOGHMK, LLIO BigMNOBigae 3a B1NycK
cepii: BepiHrep IHrenbxaim ®apma
'M6X i Ko. KI', HimeyuunHa;
BMPOGHMLITBO, yrakoBka Ta

HimeyunHa

B.l.b.2.a IA — Change in test
procedure for AS or starting
material/reagent/intermediate
— Minor changes to an

3a
peyerimom

UA/16651/01/02




Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢popma,
yrnakoska)

3assHuUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Howmep peecmpayitiHo2o
nocsi0YeHHs

6nictepi, no 6
6nicTepiB y KAPTOHHIN
KopooLi

KOHTPO/b AKOCTi Kancyn in bulk
(Hepo3dhacoBaHoi NpoaykKuil
niKkapcbkoro 3acoby): KataneHt
HimeuunHa E6epbax MvbX,
HimeuunHa; nepBuHHe (6nictepu) Ta
BTOPUHHE NakyBaHHs (KOPOOKN),
MapKyBaHHs (NepBUHHOTO Ta
BTOPVHHOTO MaKyBaHHS) Ta
KOHTPO/b AKOCTI NiKapCbKoro
3aco6y: bepiHrep IHresnbxalim
®apma 'm6X i Ko. KI, HimeuuunHa;
anbTepHaTuBHA finbHULUA ANs
BTOPVHHOTO NakKyBaHHS Ta
MapKyBaHHS:

Papm/lor dapma JloaxicTik FTM6X,
Himeuuunna; LLTeremaHH
JTboHbepnakyHreH yHa JloricTiwep
Cepsic e. K., HimeuunHa;
anbTepHaTuBHa nabopartopis ans
NpoBefeHHS KOHTPOJTI AKOCTI (3a
BVK/THOYEHHAM MiKPOGIONIOrivHOT
yucToTn): A eHg Ym Ltabrect MTM6X
(NabopaTtopist KOHTPO/O AKOCTI Ta
TECTYBaHHS CTabisIbHOCTI),
HimeuunHa; anbTepHaTnBHa
nabopartopis 415 NPOBeAEHHS
KOHTPOJIO SIKOCTI (38 BUK/IOYEHHAM
MiKpo6ionoriyHoi yuctoTu): HysicaH
M6X, HimeuunHa; anbTepHaTMBHa
naéopartopis An18 NPoBeAEHHS
KOHTPO/IO SIKOCTi 3@ NOKA3HUKOM
Mmikpo6ionoriyHa umictoTta: CI'C
IHCTUTYT Ppe3eHiyc MM6X,
HimeuunHa; Nlabop N+C AT,
Himeuynna

approved test procedure.

HIMEHPUKC®

MOPOLLOK Ta
PO3YMHHWK AN
PO3YUHY ANS iH'EKLN;
no 1 pnakoHy 3
nopoluxkom (1 gosa) B
KOMNeKTi 3
PO3UYMHHUKOM (HaTpito
xnopwvg, Boga ans
iH’ekuiil) no 0,5 mny
nonepeaHLo
HanoOBHEHOMY LLNPUL
Ta ABOMa ronkamm
3anakoByTb Y
6nicTep Ta BknagawTb

MNOAN3EP
ENY.CLML.
KOPMOPEW
LLH

CLWA

BMNYCK Cepii PO3UMHHMKA:
nakcoCmiTKnaiiH Bionogxikanc
CA, Benbrisi; hopmyBaHHS BaKLyHK,
HanoBHEHHS (DN1AKOHIB,
niodpinisauis,
nakyBaHHsA/MapKyBaHHS, KOHTPO b
AKOCTI; NaKyBaHHA/MapKyBaHHS
po3uMHHMKa: [NnakcoCMmiTKNsAH
Bionogxikanc CA, benbrisi;
nakyBaHHs/MapKyBaHHS NOPOLLIKY:
nakcoCmiTKnaiiH Bionogxikanc
CA, ®paHuisi; hopMyBaHHA Ta
HaMoBHEHHS PO3UYNHHUKA,
MapKyBaHHS!, KOHTPO/Ib SIKOCTI

Benebrisi/
PpaHuin

3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)
(Haka3 MO3 Big 17.11.2016
Ne1245). B TekCcT MapKyBaHHsi
yMakKoBKM NiKapCbKoro 3acoby
[100aTKOBO BHECEHO OAVHUL
BMMIPIOBaHHA aTUHULEIO 3a
cuctemoto Sl. TepmiH
BBE/IEHHS 3MiH: NpoTArom 6
MiCALIB NiCNSA 3aTBEPAYKEHHS.

3a
peyenmom

UA/16901/01/01




Ne Hassa ®opma sunycky 3asaBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep peecmpayitiHo2o
n/n NliKapcbKo20 (nikapcbka ¢popma, BionycKy nocsioyeHHs1
3acoby yrnakoska)

Y KapTOHHY KOpPOOKy;
no 1 conakoHy 3
nopotukom (1 fo3sa) B
KOMM/IEKTi 3
PO3YMHHMKOM (HaTpito
Xfopug, Boaa ans
iH'ekuji) no 0,5 mny
nonepeaHLo
HanoBHEHOMY LUNPUL
6e3 ronkm
3anakoByoTb Y
6nictep; 10 6nicTepis
BKNajaloTb Y
KapTOHHY KOPOGKY

po3unHHKKa: KataneHT benbaxiym
CA, Benbrisi; nakyBaHHSI MOPOLLIKY:
H.B. KPHA C.A., benbris;
(hopMyBaHHS!, HANOBHEHHS,
niodpinizayis, KOHTPOb AKOCTI,
nakyBaHHs/MapKyBaHHs, BUNYCK
cepii roToBOro NpoAykTy;
nakyBaHHs/MapKyBaHHS, BUMYCK
cepil po3unHHuKa: Mdpaiizep
MeHtodhekuypuHr benbrisa HB,
Benbris

FeHepasibHUI QUPEKTOP
AvpekTopaTy drapmaLeBTUYHOIo 3a6e3neyeHHs

0.0. Komapiga
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