NYBNIYHE AKLIOHEPHE TOBAPUCTBO ((HAVKQBO-BMPOEHMHHI;I LUEHTP
@ BICDB «BOPLATIBCBKUA XIMIKO-®APMALIEBTUHHWWN 3ABO»

Ykpaina, 03134, m.Kuie, syn.Mupy, 17 Tan. (044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, (044) 205-03-14 (YnosHoBaxeHa ocoba)

CEPTU®D®IKAT AKOCTI
MOKCOIPEC

TabneTku, BKPUTI NNiBKoBOW o6onoHKow, no 0,4 mr, no 10 rabneTok y Gnictepi, no 3 6nicrepu y nayyi

HomMep cepif 1100125 Kpaiua Ykpaina
KinkkicTe 8 cepil 21850 wr PeccrpauiiiHe nocgigueHHsa Ne UA/18998/01/02
Dara Bupo6HUYTBa 28.01.2025 TepMiH Al peecTpaulitHoro nocelgueHus Ao 13.10.2026

BunpobysakHsa npoBenene arinHo Metogis koHTponio Akocti 13 Ne SFP-249-02

Tloka3Hukm sikocTi KpuTepli npuiisaThocTi (npu sunycky) Peayneraru
Onue Tabnertku kpyrnot hopmu 3 ABOONYKNOK NOBEpPXHElo,
Bignogigae
BKpUTl NNiBkoBOIO 060NOHKOID TEMHO-POXEBOTC KONLOPY
IneHTUdpikanin A. Metoa TLUX BignosiaHo fo Tecty Bianosigae
B. Mevon PX signosiaHo no tecty Bianosinae
CepenHa maca Bin 99,8 mr no 110,3 mr (105 Mr 1 5 %) 104,5 mr
OaxopliaxicTs KO30BaHKX OOMHULL Mae sinnosinatv BuMoram EQ/ADY, AV £ 15,0 %; meTon 5 %
) (]

NpAMOro BH3HaueHHA

Po34ynHeHHR He meHwe 85 % (Q) 3a 15 x8 96,0 %

Cynposiani poMiwku:

- Gomiwixa A; He 6inbwe 0,3 % < 0,10 %
- domiwka B; He Ginswe 0,3 % 0,13 %
- domiuika C; He Binbwe 0,5 % <010 %
- Qomiwka D; He Ginswe 0,5 % <0,10 %
- 6ydu-aka HecreyuchikosaHa domiwka He 6inbwe 0,1 % <0,10 %
- cymMa domituox He 6inbwe 0,5 % 0,13 %
Mikpo6ionoriuxa uucroTa 3aranbHe Yucno aepoGuux Mikpooprawiamis - 446

TAMC - He Ginbwe 10° KYO 811

3aransHe YMCNo RPIKIKOBUX Ta NniceHesux rpubis -

<20
TYMC - we Ginbwe 10°KYO B1 T
BigcytHicte Escherichia coli BiacyThi

KinbkicHe BusHayeHHn

Bin 0,38 Mr go 0,42 mr (0,40 Mr £ 5 %), B oauin TaBnetyl 0,41 mr
= MOKCOHIOURY (C 3H 4, CIN ; O)
YnakoBka MNoeuHen eianosinaTn BuMoram HI Bignosinae
MapkyBaHHA Noeunew BinnosinaTu Bumoram HY Bianosinae
Tepmin npuaarHocTi 2 pOKM Ho 01.2027

Ymosu 36epiranta; B opurinanbHiit ynakostii. [Npenapat He norpebye crewianbHux yMos 36epiraHHs.

BucHoBok BKA: Bianosigae BuMoram Metonis ko'mpon‘m AkocTi 13 Ne SFP-249:02 =
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IIYEJIUHE AKINIOHEPHE TOBAPHCTBO «HAY KOBO-BHPOBHHYMI IIEHTP
«BOPIHATIBCBKHH XIMIKO-DA PMAIIEBTHYHHM 3ABO»
ey;. Mupy, 17, M. Kuis, 03134, Ykpaita
Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (Y norHopaxeHa ocoda)
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CEPTHU®IKAT CEPII 1JI1 JTIKAPCBKOI'O 3ACOBY

Moxconpec, Ta0/ieTKH, BKPUTI niiBkoBoio 000J0HKO0, N0 0,4 Mr

HaiimenyBanus npogyKuii

Jikapcbka gopma

Cuna ailf/aKTHBHICTB

Po3smip i THO yHAKOBKH
Kpaina-BHpoGHHK

Homep peecTpaniiinoro
NocBiAYEHHSA
Homep cepil

Poamip cepii
Jara sUpoGHHITREA

JlaTa 3axiHYeHHS TepMiHy
NPHRATHOCTI

HazpH, agpeca Ta HOMEpH
Jinensiii Beix AinenpnG 3
pHpobHHUTBE TA
KOHTPOJI0 SIKOCTI
Ceprudikatn GMP
AiABHHLE, BKA3aHHX B .10
PeayanTaTi BHNpoOyBaHb

Komenrapi

3aaea npo cepTrpikaiin

TIpisBuine, ninnuc i nocaaa
ocobu, iKa HAAAA J03BIN
Ha BUNYCK cepil

MOKCOIIPEC

TalnerkH, BKPUTI NIIBKOBOIO oBonoHkow, no 0,4 Mr

| TabneTka MiCTHTb MOKCOHiauHY 0,4 MT

no 10 Ta6nerok y Gnicrepi; no 3 Gaictepu y nayui
YxpaiHa

UA/18998/01/02

1100125

21 816 nak.

28.01.2025
a0 01.2027

By Mupy, 17, M. Kuis, 03134, Vxpaina
niugensia AB Ne598003;
cBizouTBO Npo atecTauito nafoparopii BKS Ne96

Ne006/2025/GMP go 15.11.2027

Haseneni 8 ceprudikati sxocrti

Llum s 3acBifuyto, L0 HaBeAeHa BHile indopmalis € JOCTOBIPHOIO T4
tounoto. L0 cepito npoaykuii Oyji0 BHIOTOBACHO (BKMIOUAIOUH
[aKyBaHH/MapKyBaHHA) Ta [POBEAEHO KOHTPOIb 11 sxocTi Ha
BHILe3a3HaueHili ginbHMUI Yy TNOBHI BiATOBIAHOCTI 3 BHMOramH
GMP, BCTaHOBNEHMMH MIiCLUEBHM DEry/IATOPHHM OPraHOM, & TaKkoX
pignosiaso 40 creuudikauii, Wo MicTATECH Y PpeecTpauiiHoMy
nocse. [porokonu BupoGHHLTBE OyA0 NepernsHyTo Ta BCTaHOBNCHO

pianosignicte GMP.
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q)' NYBIYHE AKLIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHUYUN LIEHTP
@ Bx 3 «BOPLUATMBCBEKAN XIMIKO-©APMALEBTUYHUWA 3ABO»

Ykpaina, 03134, m.Kuis, syn.Mupy, 17 Ten. {044) 205-03-10, (044) 205-41-10,

 {044) 205-03-83, (044) 205-03-14 (YnoeHosaxeHa ocola)

CEPTUOD®IKAT AKOCTI

MOKCOIPEC

TabneTkn, BKpUTI NniBkoBo obonoxxoto, no 0,4 mr, no 10 TaGnetok y 6nictepi, no 3 6nicrepu y nayvui

Homep cepil 0201224
KinbkicTb B cepii 21634 wr
fara BupoOGHUUTBA 03.12.2024

KpaiHa
PeecTpauiitHe noceiguyenHs Ne

TepmiH Al peecTpauifiHOro NocBIAYeHHs

BunpoGyesaHHa npoBefeHe 3rigHo MeTtoais koHTponto AkocTi 13 Ne SFP-249-02

YKkpaiHa

UA/18998/01/02

no 13.10.2026

Moka3Hnku AKOCTI KpuTtepii npuiHATHOCTI (Nnpu BUNYCKY) Pesynetatu
Onuc Ta6nertku kpyrnol hopMK 3 ABOONYKIOK NOBEPXHELD,
Bignosigae
BKPWTI NNiBKOBOK 0GONOHKOIO TEMHO-POXEBOTO KOMLOPY
lneHTUDiKalin A. Metop TWX signosigHo Ao recry Bianosipae
B. MeTon PX BignogiaHo po recty Bignoeinae
Cepepns maca Bin 99,8 mr po 110,3 mr (105 mr £ § %) 104,8 mr
OnHopigHicTb A030BAHUX OAMHULL Mae sinnosinatu suMoram E®/OPY, AV S 15,0 %; meTon 5
NPAMOro BU3HAYEHHA T
Po34unHeHH#A He meHwe 85 % (Q) 3a 15 xB 101,6 %
CynposigHi noMiwku:
- domiwka A; He Ginbwe 0,3 % 0,16 %
« domiwka B; He Ginbwe 0,3 % 0,25 %
- domiwka C; He Binbwe 0,5 % < 0,10 %
- domiwka D; He Binbwe 0,5 % <0,10 %
- 6ydb-sika HecneyughikogaHa JoMitika. He 6inbwe 0,1 % <0,10 %
- cyma domiwox He 6inbwe 0,56 % 0,41 %
Mikpobionoriyna uucrora 3aranbHe YUCNo aepoBHUX MikpoopraHiamis -
TAMC - e Ginbwe 10°KYO 811 =100
3aransHe YMcno ApidKOBMX Ta NniceHeBUX rpubis -
TYMC - He Ginbwe 10°KYO B 11 %0
BigcytHlcTe Escherichia coli BincyTHi
KinbKicHe BU3HAYEHHSA
- MOKCONIBuMY (C o H 13 CIN 5 O) Bin 0,38 mr no 0,42 mr (0,40 Mr * 5 %), B ogHili TaGneTui 0,40 mr
YnakoBka MosuneH BignorigaT BuMoram HI Bianoeinae |
MapkyBaHHA TloBuHeH BignosinaTM BUMoram HIL Binnoeipae
TepMiH npugaTHocTi 2 poku o 12.2026

YMoeu 36epiranHs: B opurinansHil ynakosui. Mpenapar He noTpebye cneuiansHux yMos 3GepiraHHaA.

BucHoBok BKA: Bignosigae

HavyanbHuk BKA:

Mepewko Q..

BuUMoram Metoais koHTponto sikocTi 13 Ne SFP-249-02

0Y 1.5 g




NYGJUYHE AICIJ,lOllEPHE TOBAPUCTBO (d-h\YKOBO-BMPOBI-HI‘-HfIﬁ LEHTP
«BOPHIATIBCLKEH XI)TH(O-‘DAPMAHEBTH’-IHI/I]?I 3ABO/»
By Mupy, 17, M. Kuls, 03134, Yxpaina
Ten. (+38044) 205-03-10, 205-41-10;
(4+38044) 205-03-83 (YnopnopazkcHa ocoba}
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CEPTH®IKAT CEPII U1 JIIKAPCBKOI'O 3ACOBY

Moxkconpec, TabJeTKH, BKPHTI IJIIBKOBOIO o6 osoHKo10, 1o 0,4 mr

HaiimeByBasns 1poxyKuii

Jlikapebka dopma

Cua oil/akTHBHICTD

Po3mip i THII YITAKOBKH
Kpaina-sBHpoGuHK

Homep peecTpauifnoro
HocBigueHHsA
Homep cepii

Posmip cepii
JlaTa BupodHMUTSA

JlaTa 3axiHdenus Tepminy
leHanTHOCTi

Ha3Bu, afpeca Ta HOMepH
Jiuensii peix JiNLHANE 3
BHpOOHHITEA TA
KOUTPOJIIO AKOCTI
Ceprudixatu GMP
[MiJibHHLB, BKA3aHAX B n.10
PesyanTaT BUIPOOYBAliE

Komenrapi

3asiBa npo ceprHoikauilo

TIpizsuiue, manxe i nocaaa
ocofu, Ka uagaa 03811
Ha BHIyCK cepil

MOKCOITPEC

TaneTky, BKPHUTI NNIBKOROIO obonouxolio, no 0,4 Mmr

1 tabreria micTuTh MoxcoHimuny 0,4 Mr

no 10 Tabnerok y Gnictepi; mo 3 Gmicrepu y naqLi
Ykpaina
JA/18998/01/02

0201224

21 600 max.
03.12.2024
no 12.2026

py. Mapy, 17, M. Kuls, 03134, Yxpaina
Tinensis AB Ne598003;
CBiJI0LTBO NPO ATECTALIIO naboparopii BIKA Ne96

Hageacni B ceprdixari axocti

11uM s 3acBiUY10, 1110 HARC/ICHA BHILE indopmatis € JIOCTOBIPHOIO T4
tounoto. 1lio cepio npomykuii 6yno BHIOTOBICHO (BrIHOYATOHH
aKyBaHHA/MAPKYBAHHS) Ta IPOBC/ICHO KOHTpONL 1 sikocTl Ha
RUIe3asHauenil AUTBHULI Y HOBHIH BiADOBIZHOCTL 3 BHMOTaMU
GMP, BCTAHOBNEHAMH MICLEBUM DEryIATOPHAM OpranoM, a TaKox
BianosiHo o crneundixanift, mo MicTATBCS ¥ peecTpauiiiHoOMYy
nocke. [IpoTOKOMM BUPODHHITRA Byno nepernsaHyTo Ta BCTAHOBICHO
sijmosignicts GMP.
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