(+38044)207-73-41 Bipgin KOHTPONKO AKOCTI
(+38044)207-73-04 YnoBHOoBaxeHa ocoba 3 AKoCTi

Agpeca 02093, M. Kuis, Byn. bopucninbcbka, 13
Ten./®Qakc: (+38044)566~68-78 [puitmanbHa “‘“llm ‘l” Ul““lm

(+38044)207-73-27 YnoBHoBax<eHa ocoba 3 ¢apmakoHarnagy

Ceprudikar akocri / Ceptudikar ananisy N2 170000014381

1. HalimeHyBaHHs npoaykKuii:

(HasBa, cuna gii/akTuBHICTL, Nikapcbka popma Ta
po3Mip yNakoBKY (ifEHTUYHO [10 TEKCTY Ha
ynakoBLii roToBoi NpoaykLii))

2. Homep cepii:
3. Pozmip cepii:
4. Kpaina-supo6HuK:

5. HalimeHyBaHHA KpaiHu / KpaiH npusHaYeHHA
Ansa cepii:
6. Homep peecrpauiiiHoro nocsigueHHA:

7. Qarta BUpOGHMLTBA:
8. [laTa 3aKiHYeHHA TepMiHy NpuaaTHOCTI
(micaub i pik, nicna skoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta Homepm nilyeHsiil Bcix
RiNbHULbL BUPOGHULTBA | KOHTPOJIO AKOCTI;
Ceprudikatu signosigHocti GMP Bcix
RiNbHUUb:

10. AHani3 BUKOHaHWI 3rigHo:

PesynbTraTi aHanisy:

MPEBEHTOP

1 TabneTtka micTuTb posysactaTuHy 20 Mr y BUrnsAI po3yBacTaTUHy Kanbliito
20,80 mr; TabneTky, BKpUTi MIiBKOBO0 060M10HKOK, no 20 mr; no 10
TabneTok

B KOHTYPHIll YapyHKOBI# ynakosLi; No 3 KOHTYpHi YapyHKOBi YNakoBKM1 B
nayti 3 MapKyBaHHAM YKPaiHCbKOIO MOBOIO

GW51124
25,082 YN
YkpaiHa

YkpaiHa
UA/17500/01/02

11.2024
11.2027

BUPOBIEHO, BKIOUYAYM YNaKoBKY/MapKyBaHHA Ta KOHTPOMb AKoCTi Ha FIpAT
«QapmauestnuuHa dipma  «JapHuus»  3a  appecol: M Kuis, Byn.
bopucninbcbka, 13; niyensia AB Ne598086; ceipoutBo npo atecrauiio
nabopatopii BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP

MKS N3 no peectpauinHoro noceiguenns NeUA/17500/01/02 sig 22.02.2024
Ne3086, 3i amiHamu

N2 n.n. HalimeHyBaHHA NOKasHuKa Bumory HopmaTuBHOT AOKYMeHTaLl Pesynbrar aHanisy

1 Onuc Tabnetkn Kpyrnoi GopMu 3 ABOONYKIO00 NOBEPXHEID, BKPUTI Bipnosinae
NNiBKOBOK 0G0IOHKOI POXKEBOTO KONbopy

2 lpeHTudikauis A Ha xpomartorpamax BURpPoBYBaHOro Po3umnHy | pO34MHY NopisHAKHA Bignosigae

(b), onepxannx y posaini "CynposiaHi gomiwku", yacu
YTpUMyBaHHS MiKy po3yBacTaTuHY MOBUHHI CniBnaaatu
3 lgeHTudikauia B Y®-cneKkTp MOorfMHaHHs BURPOByBaHOro posuuniy, npurotosaHara, Bignosigae
fAIK onucaxo B po3gini "KinbkicHe BusHauerHa. Metog II*, 8 obnacri
Bif 210 HM fo 420 HM NOBUHEH MaT¥ MaKCUMYM MOrANHaHHA 3a
[OBXUHY XBUNi (24142) Hm

4 OpHOpIAHICTb B030BaHWX oauHULL  Bignosigae Bumoram J®Y, 2.9.40. MNpuiimanbHe Yncno Bianosigae
AV < 15,0 %

5 Po3uYnHeHHs Binnosigae sBumoram AOY, 2.9.3 3a Q=75 % 3a 30 x8 Bignosinae
6- Boga He 6inbwe 5,5 % 45%

7 CynposigHi AOMILLIKK Jomiwkn B - He 6inble 0,5 % 0,0 %

@‘,mwmg‘; a;
8 Cyang‘»ﬁHi [LOMILUKK ‘?oﬁﬁ Jomiwkn D - He 6inblwe 0,6 % 0,0%
'l
g Cyrﬁiosqu%O ﬁgﬁ%‘%{ﬁ:a ':: Byzb-AKOI iHWOT AoMilIKK — He Ginbwe 0,2 % Bignosinae
= FeonrijaHa - . . . . o
10 Cyriposiay u%o?\}ﬂu}&ﬁ ; - Cyma HeifeHTudiKoBaHuX aomilok - He 6inbwe 0,8 % 0,0 %
ywosR RN inn = yma elpentug
e ~
11 MiKp’()ﬁiono(m%maa%Ta - KpuTepii npuitHATHOCTI: 3aranbHe Ynucno aepobHmx Bignoseipae *
%”a v\(ﬁo mikpoopraHizmis - 10% KYO/r. 3aranbHe 4ncio [piKaXOBUX Ta
Cayo y B nniceHeux rpn6is - 102 KYO/r. BigcytHicte Escherichia colis 11
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MponoexenHs Ceptudikar akocri / Ceprudikar aHanisy Ne 170000014381 N ‘"I“ll”I"I”I"l"“”"‘"I”I"II' Ill

12 KinbKicHe BU3Ha4YeHHA He meHwe 19,0 mr i He 6inbiwe 21,0 Mr po3yeacTaTuHy, B 20,0 mr/tab
nepepaxyHKy Ha cepefHio Macy TabneTku
13 Ynakoska BignosigHo go MKA J13 Bignosinae
14 MapKyBaHH#A BignosigHo [0 3aTBEPAMKEHOr0 TEKCTY MapKyBaHHs Bignosigae
11. KomenTapi: *MepioAnUHicTb KOHTPOSO B KOXHIN 10 cepil
12. YmoBu 36epiraHHA: B opuriHanbHiit yriakosui npy Temnepatypi He Buule 25°C. 36epirati B HeoCTynHOMY Ans
DiTer micui.

13. 3aaBa npo ceprudikauilo: Lium nigreepmiKyio, Wo Bl BUPpoOGHUYI cTagil ana wiel cepii rotosoi npoaykuii 6ynu nposegeHi
B MOBHIl BIANOBIAHOCTI 3 BUMOramMu, BCTaHOBAEHUMU B YNHHOMY KepiBHULTBI no GMP,
3aTBepAKeHoMy MiHicTepcTBOM OXOpOHM 300poB’a YKpaiHu, | 3 BUMOraMu peectpauiitHoro
[l0CbE KpaiHu NPU3HaYeHHs

Cepin nozsoneHa Ao peanisauii / BigBaHTaxkeHHs 3 16.12.2024

3arBepaxyto

MiB: Kopotkosa O.T.

MNocapa: YnosHoBaxeHa ocoba

Mianucado enekTpoHHUM nignucom: 16.12.2024  15:47
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DoKymeHT nignucaHo y cepeici BuacHo (NpofoBXeHHn)
00481212_20241216_Certificate_170000014381.pdf

Homep gokymerTy: 170000014381

LokymeHT BignpaeneHo: 15:49 16.12.2024

BianpaBHUK JOKYMEHTY

EnexTpoHHuiA nignuc

15:49 16.12.2024

€0PNOY/IMH: 00481212

lOp. Hassa: MPUBATHE AKUIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA APHALIA
cTapluuit iHcnekTop-yrosHoBaxeHa ocoba: KopoTkosa OkcaHa lNeopriiBHa

Yac nepesipku KEM/ELM: 15:49 16.12.2024

CraTyc nepesipku cepTudikaty: Ceptudikar gie

CepiitHuit Homep: 32BA6ADA8780FF45040000009715000005D10100

Tun nignucy: kBanidikoBaHUi
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Aapeca 02093, m. Kuie, syn. bBbopueninbebia, 13
Ten./Qakc: {+38044)566-68-78 [NpuiAmansHa
ﬂ n p H u uﬁ {+38044)207-73-41 Binain KOHTpPON® AKOCTI

{+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocTi
(+38044)207-73-27 YnoBHoBaxeHa ocoba 3 dapmakoHarnagy

Ceprudikar axkocrti / Ceprudikar aHanisy N2 170000009916

1. HalimenyeaHHA npopykuil: NPEBEHTOP

(Hazsa, cuna pjifakTUBHICT, nikapceka opma Ta 1 TaBneTka mMicTUTb posysactatvHy 20 Mr y BUIIAL] po3yBacTaTNHY KanbLiio
PO3MIP yNakoBKK (IAeHTUUHO 40 TEKCTY Ha 20,80 mr; Tabnetk, BKpUTI Niskosoo oGonoHKow, no 20 mr; no 10
yNakosyi rotosol npofyKLii)) Tabnetok

B KOHTYPHIN YapyHKOBIA ynakoBsLi; no 3 KOHTYPHI YapyHKOBI YNakoBKu B
raylli 3 MapKyBaHHAM YKpaTHCBKOW MOBOIO

2. Homep cepii: GW40824
3. Posmip cepil: 12,535 TV
4. Kpaina-enpo6Huk: YKkpaiha

5. HatimeHyBaHHA KpaiHu / KpaiH npusHadeHna Ykpaiia

INR cepii:

6. Homep peecrpayiiiHoro nocsigueHus: UA/17500/01/02

7. RaTa BUpobHUYTEA: 08.2024

8. flara sakiHueHHs TepmiHy npugaTHOCTI 08.2027

(micsaue i pik, nicna akoro N3 He 3aCTOCORYETLCA)!

9. Hasea, afpeca Ta HoMepu niuensili Bcix BUPOGNEHO, BKNIOYAIOUN YNAKOBKY/MAaPKYBaHHS Ta KOHTPONb AKOCH Ha MpAT
AINbHUUL BUPOGHULTEA | KOHTPORIO AKOCT; «QapmauesTuira  dipma  «JapHuus»  3a  agpecolo: M Kuig, BYn.
CeprudikaTtu signosigHocti GMP Bcix Bopucninecbka, 13; niuewsis AB Ne598086; cmigouteo npo atecraujo
AiNbHULUb: naboparopiih BKA N2 128; ceptndikat GMP Ne 072/2023/GMP

10. AHani3z BUKOHaHWMD 3rigHo: MKA J13 go peectpauiiHoro nocsiguerHa NeUA/17500/01/02 sig 22.02.2024

Ne3086, 3i amiHamn

PesynbTaTth aHanisy;

Ne n.n. HaiimeHyBaHHA NoKa3HWKa Bumorn HopmaTtvweHOT foKymeHTaLil Pesynbrar aHanisy

1 Onnc TabneTkn Kpyrnoi gopmMn 3 ABOOTIYKAGHO NOBEPXHEID, BKPUTI Bignosinae
NAIBKOBOK DOONCHKOK POXEBOro KONbLOpY

2 lneHTudikauis A Ha xpomatorpamax BunpofyBaHoro pozunHy | posumHy NopiBHAHHA Bignosigae

{b), opepxanux y po3gini "Cynposigni nomiwku®, dacu
YTRUMYBaHHA NiKY po3yBacTaTuHy NOBWHHI CriBnagatin
3 lneHTndikauia B YO-cnexTp NOMMHaHKA BUNPOBYBaHOro posYMHy, IpUroToBanara,  Bignosinae
AK onucaHo B posaini "KinkkicHe BustavenHa. Metog ", B o6nacri
Bift 210 Hm A0 420 HM NOBUHEH MATK MAKCUMYM NOTRMHAHHA 33
AOBKUHK XBUAT (24142) um

4 OaHopIfHICTL f030BaHUX oAWHUYL  Bignosinae sumoram DY, 2.9.40. MpuiimansHe uacno Bignoginae
AV <150%
5 PosunHenHs Bignoeigac svimoram lOY, 2.9.3 npu Q=75 % 3a 30 x8 Bignoeigae
6 Bona He 6inbue 5,5 % 4.8 %
7 CynpogigHi gomilukn Homiwkn B - He Ginblwe 0,5 % 0.0 %
A AL P
8 Cynpagifini somivukm “706 Jomiwkn D - He Ginvue 0,6 % 0.0%
o
g

i K -
9 Cyriposip,uﬁo J}\(ﬂ%&aﬁa:a - byab-axoi iHwol gomiwkn — He Ginbwe 0,2 % Bignosipae
10 Cy;r;poai% e{}-ﬁgﬁ'{a E Cyma HeigeHTudikoBaHUX gomiurok - He Binswe 0,8 % 0,0 %

PREARNOY e 2
11 Mixpﬁﬁkioné;pﬁngag%ra - KpuTepil npuiiHaTHoCTi; 3arancHe Uncrno aepoBHUX Bignosigae *

j?”z—: 36\*0 mikpoopranismis - 10% KYO/r. 3aranbHe yncno ApbkaxoBnx Ta
Cany y BY : nniceHeBux rpubis - 102 KYO/r. BigcytHicTs Escherichia colie 1 r
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NpopoexenHa Ceptudikar akocti / CepTudikar ananizy N2 170000009916 |” 1"III’|||I”I||I||I”I"|"[”I“Iu” |I||

12 KinbKicHe BU3Ha4eHHA He menwe 12,0 mr i ve Ginbwe 21,0 mr posysacratuny, B 19,5 mriTab
nepepaxyHKy Ha CEpenHIo Macy Tabnetxkn
13 Ynakoeka BigneeigHo go MKA i3 Bigriosinae
14 MapkyBaHHA BianogigHo A0 3aTBEPIMEHOrO TEKCTY MapKyBaHHA Bignoginae
11. KomeHTapi: *[NepioAWM4HICTL KOHTpono B KoxHIA 10 cepil
12. YmoBw 36epiranHa: B opuriHanbHik ynakosui npw TemnepaTypi He Bulle 25°C. 36epirati B HeocTynHOMY a11s
niten micui.

13. 3ansa npo cepTndikanite: Lum nigTeepaxyto, Wo BCi BMPoGHUYI cTagii Ans Uiel cepil roTosol npoaykyil 6ynu nporeneHi
B MOBHIY BIANOBIAHOCTI 3 BUMOraMK, BCTAHOBAEHMK B YMHHOMY KepisHuutai no GMP,
3aTBepAXKeHoMy MIHICTEPCTEOM OXOPOHU 370POB’'A YKpaiHW, | 3 BMoramMm peccTpayiitoro
BOChE KpalHy npr3HadYeHHA

Cepina pozBoneHa go peanizauil / pigsaHTaxenna 3 09.09.2024

3aTBepaKyIO

MNiB: Kopotkosa O.T,

MNocaga: YnorHorameHa ocoba

Nignucano enekTpoHHuM nignucom: 09,09,.2024 1437
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