(+38044)207-73-04 YnosHosaxeHa ocoba 3 nkocTi

Appeca 02093, M. Kuig, eyn. bopucninbcbka, 13
Ten. /Qakc: (+38044)566-68-78 MNpuiimanbHa
n n p H U u q (+38044)207-73-41 Bipgain KoHTPONK AKOCTI
81

(+38044)207-73-27 YnoeHoBaxeHa ocoba 3 dapmakowarnany

Ceptudikar akocri / Ceprudikar ananisy N2 170000008116

1. HaimeHyBaHHA npoayKuyii: NEPIHAONPEC® TPIO

(Ha3Ba, cuna pii/akTvBHIcTb, Nikapcbka popma Ta 1 TabneTka MiCTUTL: NnepuHaonpuny TpeT-6yTnaminy 8 mr (wo Bignosipac 6
PO3Mip yNnakoBKkm (iAEHTMYHO A0 TEKCTY Ha ,676 mr nepungonpuny), iHganamigy 2,5 mr Ta amnoguniny 6ecnnary 6,935
ynakosLUi rotosoi npoaykuii)) mr

(wo sianosigae 5 mr amnoauniny);
Tabnetkn no 8 mr/2,5 mr/5 mr; no 10 Tabnetok y 6nictepi; no 3 6nictepwn B
nayui 3 MapKyBaHHAM YKPaAiHCbKOK MOBOIO

2. Homep cepii: 1FG20624
3. Po3mip cepii: 31,809 TYN
4. KpaiHa-BUpo6GHUK: YkpaiHa

5. HameHyBaHHA Kpainum / KpaiH npu3HaveHHs YKpaiHa

ANA cepii:

6. Homep peecTpauiiHOro NOCBIAYEHHS: UA/19239/01/03

7. Aata Bupo6HMYTBa: 06.2024

8. laTa 3aKiHYEHHA TepMiHy NpuaaTHOCTI 06.2026

(micaupb i pik, nicna akoro J13 He 3acTocoBYy€ETLCA):

9. Ha3Ba, agpeca Ta Homepu niyeHsin BCix BUPOGNEHO, BKIKOUAKOYM YNAaKOBKY/MAapKyBaHHA Ta KOHTPONb RKOCTI Ha MpAT
AiNbHULb BUPOOGHMUTBA | KOHTPOMIO AKOCTI; «DapmauesTnuHa dipma  «[lapHuuys»  3a  agpecol: M Kuis, Byn.
CepTudikaTm BignosigHocti GMP Bcix Bopucninbcbka, 13; niuensia AB Ne598086; ceigoutBo npo atecTauiio
AiNbHUUb: nabopartopin BKA N2 128; ceptndikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHAHWA 3rigHO: MKA N13 po peectpayivinoro nocsiguenna UA/19239/01/03 sig 23.02.2022

Ne360, 3i 3miHamun

PesynbTaTv aHanisy:

N2 n.n. HalimeHyBaHHA NoKa3HUKa Bumoru HopmaTUBHOI AOKyMeHTauil Peszynbrar aHanisy
1 Onwuc Tabnetku 6inoro abo maixe 6inoro Konbopy, NNoCcKoUMNiHAPUYHOI  Bignosinae

dopmu, 3 packor i puckoio
2 IneHTndikauia A Ha xpomaTtorpamax Bunpo6oByBaHOro po3unHy i po3unHy Bignosipae

NOPIBHAHHA, OAepPX)aHnX y po3aini "KinbkicHe BU3HayeHHA", vacu
YTPUMYBAHHA NiKiB NepuHAONpuUNYy, iHganamigy Ta amnoauniyy,
BIANOBIAJHO, MaKTb CNiBNaaaTu

3 lperTndikayin B Y® cnekTpu NornuHaHHA BUNPoboByBaHOro PO3YMHY i PO3YMHY Bianosipae
nopisHAHKA B obnacTi Bin 215 UM ao 400 HM maoTb cniBnanaTk

4 lnenTndikauia C fkicHa peakuia Binnosinae

5 OpHopiaHicTb 4Oo30BaHUX oanHUUb. Bignosigae sumoram Y, 2.9.40. NpuitmansHe ynucno Bianogipae
NepuHgonpuny TpeT-6yTnnamix AV < 15,0 %

6 OAHOPIAHICTL 4030BaHUX oAvHMUL. Bianoginae eumoram AOY, 2.9.40. NpuiimanbHe yncno Bignosigae
Ihaanamia AV < 15,0 %

7 OpHopigHICTb go30BaHMX oguHMUb. Bignosipae Bumoram 1OY, 2.9.40. MpuitmanbHe yncno Bignosinae
Amnonwnlr‘pﬂ""“ AV <150 %

8 Poznaaamm ’q"‘, He 6inbwe 15 x8 3 xB.

A
< KopoTkosa

9 CyqgposiaHi p@m&% :_ [Nomiwku B - He Ginbwe 0,6 % 0,0 %
nepvm,qon?u rilBHa -
10 Cyﬁpom ﬁb’WlﬂH 2y Lomiwkm F - He Ginbwe 0,6 % 0,0 %
ﬂeﬁunn 212 ~
1 Cynpegmm ,qowumw & b Lomiwkm E - He 6inbwe 0,4 % 0,0%
NepuHfonpuny So¥
Ca Ho B"‘
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12 CynpogigHi AoMilKu. Bynb-akoi iHwoi gomiwkn nepuHgonpuny - He Ginbwe 0,2 % Bianosinae
MepuHponpuny

13 CynpogiaHi aomiwku. Cyma gomiwok (kpim gomiwok B,E,F) - He 6inbwe 1,0 % 0,0 %
Nepuxponpuny

14 CynposigHi aomiwkn. IHWi AomiKn IHpanamiay pomiwkn B — He Ginbwe 0,3 % 0,0 %

15 CynpogiaHi Aomiwky. IHwi gomiwkn  Bygb-aKol iHWOT AOMIWKK — He 6inblue 0,2 % Bianosipae

16 Cynposigxi gomiwkn. IHwi pomiwkn  Cyma aomiwok (Kpim gomiwok nepvHgonpuny i iHaanamiay 0,0 %

nomiwkn B) — He binbwe 1,0 %

17 Po3unHenHs. Nepuxgonpuny Tpet-  Bignosigae sumoram A0Y, 2.9.3 npn Q=85 % 3a 15 xs Bipnogigae
6yTUNamin

18 Po3unHeHrHa. IHpanamin Bianosinae sumoram [10Y, 2.9.3 npu Q=75 % 3a 45 xs Bignosipae

19 Po3ynHeHHa. AMnopinin Bianosinae Bumoram [10Y, 2.9.3 npu Q=85 % 3a 15 xs Bignosigae

20 Mikpo6ionoriyHa uncrora KpuTepii NnpuiHATHOCTI: 3aransHe Yncno aepobHmx Bianosigae *

MikpoopraHi3mis - 1000 KYO/r. 3aranbHe 4ncno ApixpKoBuxX i
nniceHesux rpubis - 100 KYO/r. BigcyTnicts Escherichia colis 1r

21 KinbKicHe BU3HaYeHHA. He meHwe 7,6 mr i He Ginbwe 8,4 mr, B nepepaxyHky Ha cepegHio 8,0 mr/Tab
MepuHgonpuny TpeT-6yTunamin macy TabneTtkn

22 KinbkicHe BusHaueHHs. IHganamin  He meHwe 2,38 mr i He Ginbwe 2,62 mr, B nepepaxyHky Ha 2,50 mr/tab
cepeaHIo Macy Tabnetkun

23 KinbkicHe BusHauenHa. Amnoaunin - He meHwe 4,75 mr i e 6inbwe 5,25 mr, 8 nepepaxyHky Ha 4,91 mr/tab
cepeaHio macy TabneTku

24 YnakoBska BianosigHo ao MKA /13 Bignogipae

25 MapkyBaHHA BignoBifHO A0 3aTBEPAXEHOrO TEKCTY MapKyBaHHA Bignosipae

11. Komenrapi: *NepioanyHicTb KoHTponio B KoxHin 10 cepii

12. YmoBu 36epiraHHs: B opuriHanbHin ynakosui npu TemnepaTypi He Bullle 25°C. 36epiraTt B HeAoCTyNHoMY Ans

aiten micyi.

13. 3asBa npo ceprudikauin: Lum nigTeepaxyio, wo sci BupobHuui cTapii ana yici cepii rotosoi npoAykuii 6ynu nposeaeti
B NOBHIN BIANOBIAHOCTI 3 BUMOramu, BCTAHOBNEHUMU B YUHHOMY KepisHuLTei no GMP,
3aTBep/keHoMy MiHICTepCTBOM OXOpOHU 340p0B'A YKpaiHw, | 3 BUMOramn peecTpalliiHoro
A0CbE KpaiHW NpU3HaYeHHA

Cepin po3Bonena o peanizayii / sigsantaxenna 3 02.08.2024

3aTBepaXy

MNIB: Kopotkosa O.I.

Mocapa: YnosHoBaxeHa ocoba

Nignucano enektpoHHum nignucom: 02.08.2024 07:54
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AokyMmeHT nignucano y cepsici ByacHo (NpoA0BXKEeHHR)
00481212_20240802_Certificate_170000008116.pdf

[okymeHT BignpaBneHo: 07:58 02.08.2024
BnacHuk pokymeHTy

EnexkTpoHHui nignuc

07:58 02.08.2024

€APMNOY/INH: 00481212

lOp. HasBa: MPMBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA GIPMA OAPHULA
CTapLuni iIHCNeKTop-ynoBHOBaXeHa ocoba: KopoTkoea OkcaHa lNeopriisHa

Yac nepesipku KEM/ELM: 07:58 02.08.2024

Cratyc nepeBipku cepTudikaty: Ceptudikar gie

CepinHni Homep: 32BA6ADA8780FF45040000009715000005D10100

Tun nignucy: kBanidikosaHun

B cope. /5% 5(7" O5-0OF-10) 5 %7 -



