d AAPHUUS

Ten./Qakc: (+38044)566-68-78 MpuiimansHa

Anpeca 02093, m. Kuis, syn. Bopucrinbceka, 13 H ’” ’I
{+38044)207-73-04 YnosHoeaseHa ocofa 3 AKoCT Nl ! Y

(+38044)207-73-41 Biggin koHTponwo AKocTi

{+38044)207-73~27 YnosHoBaxeHa ocaba 3 dapmakoHarnagy

Ceptudikat skocri / Ceptudikar ananisy Ne 170000009196

1. HaltmeHysanua npogykuit;

(nasea, cuna Aii/aKTMBHICT, NiKapcbKa dopma Ta
PO3MIP yNaKasky (ieHTUUHO [0 TeKCTy Ha

YNaKoBLi roTosol npogykyii))

2. Homep cepii:

3. Posmip cepii:

4, KpalHa-BMpo6HUK:

BIHMOLETUH-JAPHIALIA

1 TafneTka mMicTuTe BiHNOUETUHY 5 Mr;

Tabnetku no 5 mr; no 10 Tabnetok y KoHTYpHI YapYHKOBIW ynakoeui; no 3

KOHTYPHI YUapyHKOBI YNaKoBKM B Nauli 3 MapKyBaHHAM YKPAIHCbKO MOBOIO

BW30724
97,081 TYN

Ykpaina

5. HalimenyBaHHA KpaiHy / KpaiH npusHaueHua YKkpaiHa

ANnA cepii:

6. Homep peecrpauiiinoro noceiguenns: UA/2576/02/01
7. Bata eupo6unyrea: 07.2024

8. BaTa 3aKiHYeHHA Tepminy npupaTHoCT 07.2027

{micaub i pik, nicna akoro N3 He 33CTOCOBYETbCA):

9. Hazsa, agpeca Ta Homepu nineHsin scix

A

I

BUPOGNEHO, BKNIOYaIoMM YNaKkoBKy/MapkyBaHHA Ta KOHTpONb AKOCTI Ha MMpAT

AiNbHULE BUPOGHULTBA | KCHTPONIO AKOCTI; «BapmayepTuyHa  dipma «laprnua»  za  agpecor: m kuig, syn.
Bopucnineceka, 13; niuenzia AB N2598086; ceigoutee npo  artectauii

Ceprudikaru signoeigrocri GMP Bcix

BinbHULBb:

10. Ananiz BuKoHaHwil srigHo:

Pesynbraty ananizy:

na6opatopiit BKA N2 128; ceptudikar GMP Ne 072/2023/GMP

MKA N3 ao peectpauifnoro naceipuenns NeUA/2576/01/01 gin 14.07.2017

N2798, 3i sminamu

Nen.n.  HalimeHyBaHHA NoKazHuKa BuMoru HopMaTUBHOT foKymeHTaliT PezyrnnTaT ananizy

1 Onuc Tabnetky 6inoro konsopy, nnockoyumninapryHoi Gopmu, 3 dackoo  Bignosigae

2 lnenTudikauia A Ha xpomarorpamax Bunpo6osysaroro PO3YUHY | pO3UMHY Bignoeinae
NOPIBHAHHA, DflepKaHUX Y po3ainl "Kinbkicre BU3HaueHHA", vyacK
YTPUMYBaHHA OCHOBHOTO NiKa MaloTb CNiBNaaTi

3 tneHTudixayia B Y®-cnekTp NornyHasAA BUNpoSoByBaHOMO po3uuHy B obnacti Big  Bignosigae
230 Hm go 350 1M noswHer maTti MaKCUMyMU 33 LOBMMWH XBUNL
(269+2) m 1a (31422) um

4 OnHopigHicTs fo30BaHUX oAnHNLE  Bianoeigae eumoram AdY, 2.9.40. NpuiimanbHe Yucno Binnosigae
AV <150 %

5 Posnananna He Ginbwe 15 xs 3 xs.

6 CynpoBigHi gomitkm HoMiwka A - He Ginowe 0,6 % 0,0 %

7 Cynposighi goMikm Homiwka B - ve Ginbwe 0,5 % 0,1 %

8 CynposigHi gomiLtkn Homiwka C - He Biabwe 0,3 % 0,1 %

9 Cynposinﬁi‘,@mmmm ny Homiwka D - He Ginswe 0,5 % 0,0%

o “’o"
10 Cyrgpoaign%%wg¥égsa “2 Bynb-AKol HeineHTdIKOBAHOT AOMILLKN ~ He Binbwe 0,2 % Binnosigac
11 Cy;poaip,H}A%ﬁFﬁé*ma = Cyma oMiWoK - He Binbe 1,0 % 0,1 %
- e0priiBHE =
12 PDZQMHQMPHOVHHH g Binnoeigae sumoram AQY, 2.9.3 2a 45 xs npn Q=75% Bignoeigae
‘4 00481212 ~
13 Kinbn«ic’ég BUZHAYEHHA ec,\*o He meHwe 4,75 mr i ve Ginbwe 5,25 Mr siHnousTnHy B Tabneryiy 5,12 mriTad

CGHO ¥ 8%

fepepaxyHKy Ha cepefHio macy ogHiel TabneTkn
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MpogosxeHHa CeprudikaT akocti / Ceprudikar ananizy Ne 170000009196 m “llllm||”l||||m"""ml""“l"I||

4 Mikpobionoriuna uncrora KpuTepil npUAHATHOCTI: 3aransHe UMCIO aepobHMx Bignoeigace *
mikpoopraHizmie - 10° KYO/r. 3aransHe uncno apbroxosux i
nnicenesux rpubis - 10? KYO/r, BincyTHicts Escherichia colie 1 r

15 Ynakoska BianoeigHo po MKA N3 Bignosinae

16 MapxyBaHHs BianosigHo [0 3aTBEpIPKEHOrO TEKCTY MapKyBaHHA Bianoeinae

11, KomenTapi: *MNepiofnuHicTs KOHTPOMG B Koxwin 10 cepii

12. Ymoen 36epiranna: B opurinantHin ynakosuf npu temnepartypi He euuie 25°C. 36epiraty B HeAoCTYNHOMY Ans
AiTer micui.

13. 3anBa npo ceprudikauito:  Lum MIATBEPAKYIO, WO BC BMPoGHWUYI CTagil una Uie cepii roTosoi npopyxyii 6yni nposegeni
B NOBHIA BIANOBIAHOCTI 3 BUMOramy, BCTAHOBACHAMM B YMHHOMY KepisHmuTsi no GMP,
3aTBepAxeHoMy MiHICTepCTEOM OXOPOHU 2R0R0E'A YKPaTHW, | 3 BUMOFaMy peectpaliiiHoro
BOCbE KPaiHW NPU3HaYeHHs)

Cepia gezsonena no peanizagii / BigeaHTamennn 3 27.08.2024

3aTeepmkyio
MIb: Koporkoea Q.T,

Mocapa: ¥YnosHoBamxeHa ocoba

Nignncano enekTpoHHKuM nignucom; 27.08.2024  12:41
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