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Appeca 02093, ™m. Kuis, Byn. bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [lpulimanbHa
(+38044)207-73-41 Bigain KoHTponio AKoCT
(+38044)207-173-04 YnosHoBaxeHa 0coba 3 sKocTi
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnsamy

|l| | O

CepTudikar akocri / Ceprudikar ananisy N2 170000001504

1. HalimeHyBaHHA NpoRyKLii:

(Ha3ea, cuna pii/akTUBHICTD, fikapcbka Gopma Ta
PO3MIP YNAaKoBKW (IJEHTUYHO A0 TEKCTY Ha

YNaKoBLi rOTOBOI NpoAYyKLii))

2. Homep cepil:

3. Po3mip cepit:

4. KpaiHa-BUpo6HUK:

TIAPA TPIO®

rigpoxnoprtiasnpy 12,5 mr, Bancaprany 160 wmr;

TabneTky, BKpUTI MNiBKOBOI 06050HKOoW No 5 mr/12,5 mr/160 mr:
no 14 TabneTok B KOHTYpPHIlt YapyHKOBIN ynakosuLi;

1 TabnieTka MIiCTUTL. amroAMNiHY Becunaty B nepepaxyHky Ha amnoguniv 5 mr,

no 2 KOHTypH! ‘-iap)/HKOBI YHRdKOBKHN B ﬂEl'-ILI,I 3 MapKyBaHHﬂM pralHCbKOI{) MOBOF

DB10224
36,893 TYN

YKpaiHa

5. HalimeHyBaHHA KpaiHu | KpaiH npusHadyeHHa YkpaiHa
ANnAa cepir.

6. Homep peecTpauinHoro nocsigueHHs:

7. DaTta BupobHULYTBa:

8. [laTa 3aKiHYeHHsA TepMiHY npugaTHoOCTI

UA/15070/01/01

02.2024
02.2027

{micaub i pik, nicna akoro J13 He 3acTOCOBYETLCH):

9. Hasea, agpeca Ta Homepwm niueHsii Bcix
AiNbHULB BUPOGHMLTBA | KOHTPONIO AKOCTI!
CepTtudikaru BignosigHocti GMP Bcix

AiINbHULUD:

10. AHanis BUKOHaHUN 3rigHoO:

13;
niuensia AB Ne598086:

CBiAOLTBO MPO aTecTauilo naboparopin BKA Ne 128:

ceptudikat GMP Ne 072/2023/GMP

BUPOGNEeHo, BKioUatoum ynakosKy/MapkyBaHHs Ta KOHTPONb AKOCTI Ha MPAT
«QapmalesTuyHa ¢pipma «[lapHuus» 3a agpecot: M Kuis, Byn. Bopucninbcbka,

MKS N3 no peecrtpauiiinoro nocsiguerHs NeUA/15070/01/01 sig 26.01.2021

Ne134, 3i 3miHamu

HanmeHyBaHHA nokasHuKa
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N2 r.n. Bumoru HopmaTtuBHOI floKyMmeHTauil PesynbTar aHasnisy
1 Onuc Tabnetku Kpyrnoi ¢opmu, BKpUTI NniBkosoo 0bonoHKow poxesoro Bignosigae
Konbopy, 3 ABOONYKNO NMOBEPXHEID
2 Ha xpomaTorpamax BunpoboByBaHOIrO PO3UNHY | PO3UHUHY Bignosigae
NOPIBHAHHA (C), OACpPXaHUX Y po3aini «KinbKicHe BU3HAYEHHAY,
Yacu yTpUmMyBaHHA Nikie amaoguniny/ rinpoxnopTtiasuay/
BanicapTaHy BiAgrosigHo, MaloTb criBnagatTu (amnouniu,
rigpoxnopria3ng i BancapraH)
3 KonbopoBsa peakuia (TUTaHy fiokecua) Bigriosinae
4 Y®-cnekTpn BMNPoboBYBAHOro PO3UYNHY | PO3UMRY NOPIBHAHHA B Bignosinae
obnacti eig 230 1M go 300 UM maloTb criiBnagaT (amnogunin,
rigpoxnoptiasng i sancapran)
5 OnHopiAHICTb go30BaHuX ofjuHuLb  Bignosigae sumoram AOY, 2.9.40. MNpunmanshe yucno AV < 15,0 Binnogigae
aMNoBUNIHY
6 O,U.HOPI.[lh%C‘TvaE)SigBFéﬁMX oavHuub  Bignosigae sumoram JOY, 2.9.40. NpuitmansHe uncno AV < 15,0 Bigniosigae
rinpoxnopTiasuay m%
7 OﬂHr)pmH:un:[m‘) SOBEHUX OAVHULL Binnosinae sumoram 4OV, 2.9.40. MpuiimansHe yncno AV < 15,0  Bignosigae
BancapTaHy {j*ﬁ AU A w-ﬁ_ '
8 Po;qMHeHHﬂUﬁaﬁ apIa{ - Bignosigae sumoram AOY, 2.9.3. 3a 30 x8 npu Q =80 % Binnoeigae
T CALPRIOY /T
9 .'POBL{MHEHH"-I cm.no,n/ﬂmy Bignoeinae sumoram QOY, 2.9.3 3a 30 x8 npu Q=70 % Bigrosigae
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10 PO3UUHEHHS TiAPOXNOPTUA3NEY Binnosigae sumoram JOY, 2.9.3 3a 30 x8 npn Q = 80 % Bignoginae

11 CynposigHi gomiwku 4-amino-B-xnop-1,3-6enHsongncynsdoHamigy — He binblie 0,5 % 0,1 %
riApoxnoptiasuay | BancapraHy

12 CynposiaHi AomiLKy Bynb-aKoT iHWol fomiwkm - He Binbwe 0,2 % Bigriosifae
rigpoxnopTiasugy i Bancaprany

13 CynpoBigHi SOMIWKKM amnoguniHy AmnoguniHy gomiwky D - He 6inbwe 0,5 % 0,0 %

14 CynposigHi AOMILLKKA amnoanniny bynob-akol iHWoT gomMiwku - He binbwe 0,2 % Bignosifae

15 CynpoBiaHi gomiwky CymMa JomilioK - He Ginblue 2,0 % 0,1 %

16 MikpobionoriyHa yncrorta BinnosigHo o MKA 113 Binrioginae

17 KinbkicHe BusHauerHa amnogunivy 4,75 = 5,25 mr/taé 4,86 mr/rabn.

18 KinbkicHe BUIHAaYEeHHA 11,87 - 13,13 mr/vad 12,24 mr/rabn.
rigpoxnopTiazngy

19 KinbkicHe Bu3HauYeHHn Bancaptady 152 - 168 mr/Tab 159 mr/rabn.

20 YrakoBKa Bignoeigxo no MKA 13 Bignosigae

21 MapkysaHHa BignosigHo po MKA J13 Bianosinae

11. KomeHTapi: bes komeHTapis

12. Ymosu 36epiraHHs; B opuridanbHin ynakosui npu Temniepatypi He sulle 25°C. 36epiratn 8 HeagoCTynHoMy ans
nitTen micui.

13. 3asaBa nipo cepTudikayiro: LM niaTBepAXYIo, WO BCI BUPOGHWYI cTagii Ans i€l cepii roTosol npogykuii 6ynn nposeaeHi
B MOBHIWN BIANOBIAHOCTI 3 BUMOraMii, BCTAHOBNEHUMW B YUHHOMY KepisHuuTtsi no GMP,
3aTBEPAKEHOMY MIHICTEPCTBOM OXOPOHUW 300POB’'A YKpaiHy, i 3 BUMoramut peectpauitHoro
LOCbE KpalH¥ npu3HayeHHA

Cepis gosBoneHa Ao peanisalii / BigeanTa)keHHs 3 21.02.2024

3aTBepaXKyIo
[lb: KopoTkosa O.T.
\Mocaga: YnosHOBaxeHa ocoba

NignucaHo enekTpoHHum nignucom: 21.02.2024 16:25
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Kopoteora - BE8]
Oreans 3
CeopriiaHa
© EAPTIOYATIH
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__ | LoKyMeHT nignucaHo y cepsici ByacHo (noyaTok)
%; S o 00481212.20240221_Certificate_170000001504.pdf
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HOKyYMEHT nignucaro y cepsici ByacHo (NpooBXXeHHs)
00481212.20240221 _Certificate_170000001504.pdf

LokymeHT Bignpasnero: 16:27 21.02.2024
BnacHuk pokymeHTy

EneKTpoHHuI nignmnc

16:27 21.02.2024

eAPMOY/INMH: 00481212

1Op. Hasea: MMPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA OAPHWLA
CTaplun IHCNEeKTop-ynoBHoBaxeHa ocoba: KopoTkosa OkcaHa "eopriiBHa

Yac nepesipku KETV/ELIM: 16:27 21.02.2024

CraTyc nepeipku ceptudikaty: Ceptudikar gie

CepiitHuit Homep: 32BA6ADAB780FF45040000009715000005D10100

Tun nignucy: keanigikoBaHum




