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Appeca 02093, m. Kwis, Byn. Bopucninbcbka, 13

Ten. /Qakc: (+38044})566-68-78 [puamansHa
{+38044)207-73-41 Biggin XOHTPONK RKOCTI
(+38044)207-73-04 YnoBHoBaxeHa ocoba 3 nkocti
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CepTtudikar axocri / Ceprndikar ananisy N2 170000007414

1. HalimeHyBaHHA npoAyKuii:

{HazBa, cuna gilfakTueHICTs, NiKapcbKa dopma Ta
po3Mip ynakosku (iReHTUYHO [0 TEKCTY Ha

ynakosLi rotosol npoaykuir})

2. Homep cepii:

3. Poamip cepil:

4. KpaiHa-Bupo6HUK:

5. HafimenyBaHHA KpaiHu / KpaiH npusHaueHHA

ana cepii:

6. Homep peccrpayiiiHoro nocsigyeHnA:

7. Aata BupoGHULTEa:

8. flaTa 3aKiHueHHA Tepminy npugaTHOCT

TOPACEMIA-OAPHWMUA
1 Tabnetka Micturtb Topacemigy 10 mr;

Tabnetkn no 10 mr; no 10 TabGneTok y KOHTYpPHIA yapyHKoBif yrakosLi; no 10
KOHTYPHUX HapyHKOBMX YNaKOBOK B Nauli 3 MapKyBaHHAM YKPATHCbKOK

MOBGHO
RR10624
5,412TyN
YKpaina

YKpaiHa
UA/16245/02/02

06.2024
06.2027

{micaub i pik, nicna skoro J13 He 3acToCOBYETbCA):

9. Hazsa, agpeca Ta Homepu AiLexsii Beix
AiNBHUUB BUPOBHULUTEA | KOHTPOMIO AKOCTI;

Ceprudikatn eignoeigHocti GMP BCix
AiNbHNLb:

10. Avanis emkoHaHmMi 3rigHo:

PezynbTaTth aHanisy:

«@apmaleBTryHa
bopucninbcoka,

«HapHugsa»  3a
Ne593086;

bipma
13; niueHsia AB

BUPOGIEHO, BKIIOYAIONM YNAaKoBKY/MapKyBaHHA Ta KOHTPONb AKOCTI Ha NpAT
afpecow: M
CBIAOUTBO NpO  arecrauiio

Kuvig, Byn.

nabopatopiit BKA Ne 128; ceprudikat GMP Ne 072/2023/GMP

MKA N3 no peectpauiitnoro noceiguenna NeUA/16245/02/02 gig 05.07.2023

Ne1220, 3i amiHamu

N? n.n.  HalimeHyBaHHA NOKa3HMKa Bumorn HopmaTUBHOT pokymenTauii PesynbTar ananisy
1 Onuc TabneTky Binoro abo maike 6inoro konbopy, npoAoBryeatol Bipnosigae
bopmu, 3 prckoio Ta Gackolo 3 ABOX CTOpIH
2 lgeHTudikayia A Ha xpomatorpamax sunpcboBYBaHOID pO3UMHY Ta PO3UMHY Bignogipnae
ROPIBHAHHA, OfepKaHWX Y po3gini "KinbkicHe BMaHaveHHA", yacn
YTPUMYBaHHA Mika Topacemigy mMaloib ¢nisnagatu
3 loenTudikagis B YM-cnekTp NornMHaHHA BunpoGoBYBaHOrO PO3YMHY B 0BNacTi Big Bignosigae
230 Hm £0 350 HM NOBUHEH MaTy MAKCUMYM 38 NOBXMHI XBUri
{28512) um
4 OfHoPIaHICTE fo30BaHUX OAMHWLL  Bignosinae sumoram OOV, 2.9.40, MpuitmantHe wucno AV < 15,0 Binnoeigae
Yo
5 Poanaganns He 6inbwe 15 x8 2 xB.
6 PozynHenHA Binnoeigae sumoram QOY, 2.9.3. npn Gt = 80 % 3a 30 xe Bianoegigac
7 CynpogigHi gomiwkn Domiwkn A —He Ginbe 0,1 % 0,0 %
8 CynposigHi SomiluKm Aomiwkn B — He Ginbtue 0,5 % 0,0 %
1 \}{3 HHuG
9 Cynpqgrﬁm NOMILLKIA ’90 Byab-AKkol iHWOT goMiwtkK - Ha Binblie 0,2 % Binnoginae
(‘
~ TKOBa - .
10 Cyrrposi,qu|< a - Cyma [oMIWoK - He Binblue 0,8 % 0,1 %
Keata -
1 rilsHa - . N . )
ergpoﬁ Oé(ﬂgﬁaowﬁﬁﬁ . KpuTepii npuitHATHOCTI: 3aranbHe YUcno aepobrunx Bianosipae
o - mikpoopradiamis - 1000 KYO/r. 3aransHe yicno apiRmLosux i
“',> ao4g1212 ~ nniceHeswx rpuis - 100 KYO/T. BincyTHicrs Escherichia coliy 1 r
12 KIJ‘EbKlC‘R% BN3HAYEHHA quacemuqy He meHwe 9,5 mr i He Sinbwe 10,5 mr Topacemifly, y nepepaxyHky 10,1 mr/tab

Cang ¥ gu?

Ha cepegHo Macy TabReTku
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NpogoemeHHn Ceptrdikar AkocTi { Ceprindikar aHanizy N2 170000007414 I” |"I|I|“|II‘I"“|Illllllmmll|“"| I|I

13 Ynakoeska BigpnosigHo ao MKA N3 Bignoeiaae

14 MapkysarHa BignoBifnHo A0 3ATBEPKEHOMS TEKCTY MApKyBaHHA Binnogipac

11. KomenTtapi: be3 xomeHTapis

12. Vmogun 36epiraHHA: B opurinansHiil ynakosii npu TemnepaTypi He BuwWwe 25°C, 3bepiraTu B HEAOCTYNHOMY 1A
airei micui.

13. 3aaea npo cepTundikauiro:  Lum nigTeepaxyio, wio Bl BUpobHIAYl CTaall Ana uiei cepii roToBoi NpoayKuil 6y nposeeH
B MOBHEA BIANOSIAHOCTI 3 BUMOTamu, BCTAHOBNIEHNMIA B HMHHOMY kepiHmutei no GMP,
3aTepLKeHomMy MiHicTepcTBOM 0XOPOHY 3popos's Ykpaiiw, | 3 BuMoramun peecipa UiHOro
AOChE KpaiHW NpUaHaveHHA

Cepin go3BoneHa go peanizauil / BinEanTaXKeHHA 3 24.06.2024

3arBepaXyIo

MiB: Kopovkoea O.I,

Nocapa: CTapwnii iIHCMNEKTOpP - yNIOBHOBAKEHA ocoba

MignucaHo enekTpoHHAM nianricom: 24.06.2024 10:39
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