SOPHUUS

Appeca 02093, m. Kuals, syn. Bopueninscoka, 13
Ten . /Dakc:
{+38044]207-73-41 Biggin xouTponio skocti

(+38044) 207-73-04 YnoeHoBaweHa ocoba = AKOCTI
(+38044)207-73-27 YnosHosaxeHa ocoba 3 dapmaroHarnagy

70

I

(+38044)566~68-78 MMpuimancHa

CepTudikat akocri / Ceprudikar aHanisy N2 170000014116

1. Halimenyeanua npogykuyii:

(Ha3ea, cuna giifakTyBHiCTD, Nikapcbka popma Ta

po3mip ynakoekw (igeHTuHo fo TEKCTY Ha
yrakoelLi roToBoi npogykLii))

2. Homep cepir:

3. Poamip cepi';

4. KpaiHa-supobHuk:

5. HaiimenyBanus kpainu / KpalH npusHayeHHs

SR cepii:

6. Homep peecrpauiliinoro NoceifueHHA:

7. faTa Bupo6HuLTEa:

8. fara sakiHueHHA Tepminy npugatHocTi

(micaub i pik, nicna skoro fi3 He 38CTOCOBYEThCA):

9. Hazea, afpeca Ta Homepn nigensii Beix
BiAbHUUB BUPOGHULTES | KOHTRON AKOCTI;
Ceprudixatn eignosignocti GMP seix

BinbHAUL:

10. Ananiz BuKoHanuit 3rigHo;

Pesynbratu ananisy:

TIAPA TPIO® Tabnetku, BKpWTI nniskoBoio o6onoHxow, no 5 mrf12,5 mri160
mr, no 14 Tabnerok y KoHTypHil YapyHkogii yrnakosui, no 6 KOHTYpHuX
YAPYHKOBNX YNAKOBOK B nauj

1HY31124

12,703 YN

YkpaiHa

YKpaina
UA/15070/01/01

11.2024
11.2027

supobneHo, BKIOYaOuK YNaKoBKy/MapKyBaHHA Ta KOHTPONb AKOCT Ha MpAT
«DapmauesTuHa  dipma «flapHuuA»  3a  agpecow: M Kuig, syn.
Bopucninecexa, 13; niuensia AB Ne528086; cpigourso npo arecrauiio
natoparopiti BKA Ne 128; Ceptndikat GMP N2 072/2023/GMP

MKR 3 po peecrpauyiiitoro noceinuerHs NeUA/15070/01/01 8ig 26.01.2021
N2134, 3i smiHamu

N2 n.n. HalimeHysaHHs HokasHuKa Bumorn HopmaTtuenoi ACKymeHTauii PesynbTat aHanizy
1 Onuc Tabnetku kpyrnoi hopmu, BKpMTI NNiBKOI0 0GONOHKOM poMesoro Bianosigae
KONLORY, 3 4BOOMYKNOIO NOBEPXHEID
2 InenTudikauin A Ha xpomarorpamax BuNpoBosysaHoro PO34UHY | pO3UKHY Bignoeigae
nopisHAHKA (C), ofepxani 8 pozAlni «Kinbkicke BusHaueHHA», vacy
YTPUMYBaHHA Nikis amnoanniny/rinpoxnoptiasuay/eanca praHy
Bignosigto, maioTs cnisnagaty (amnogunin, rinpoxnoptiaaug i
BancapTaH)
3 lgenTudikayin B Konboposa peakuis (rutany hioxemp) Binnoeigae
4 laentudikayis C YnoTpadionerosi CnexTpr BUNpo6oBYBaHoro PO34MHY | po3uury Binnosigae
NopiBHAHHA B o6nact! sig 230 wm A0 300 Hm MakoTe crisnagaru
(amnogunin, rinpoxnopriaang | BancapraH)
5 OnHoplgHicrs foaosaHmx oauHuL  Blanosigae sumoram AV, 2.9.40. MpuimanscHe uncno AV < 15,0 Bipriogigae
6 Posunrenun. Bancapran Binnosinae Bumoram JOY, 2.9.3. 33 30 x5 npw Q =80 % Binnogigae
7 PozuuneHHA. Amnogunin Bianosinae sumoram ADY, 2.9.3 3a 30 x5 npir Q=70 % Binnosipae
8 Po3unHeHHA. Dgg%xﬂopTiaSMA Bianosinae sumoram A0V, 2.9.3 33 30 xs npw G =80 % Bignoeipae
' v “ t;
2 “
g Cynpda‘?nni HomilwKm of:o 4-amino-6-xnop-1 .3-69H30ngmcynb¢0HaMi,qy — He Ginswe 0,5 % 01%
ringmcnopft@pam‘zawamau
10 Cyrposigni gomitusia - ByAu-akol iHwoi gomiwkm - He Ginbwe 0.2% Bianosigae
riqgoxnopmgyﬁ'@ﬂgcaprapl!—
11 Cyrg)oaip@jﬂ;omigw@mqo,qwjuy Amnogunity pomiwen D - ve Ginbwe 0,5 % 0.0%
~ 00481212 < o
12 Cynpéiﬂ;qui AomiKn amngﬂ,mniﬁy Byae-axol inwol pomiwku - He Ginswe 0.2 % Binnoeinae
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13 CynposigHi pomiwky Cyma JomilioK - He Ginble 2,0 % 01 %
14 Mikpobionoriuka uncrora KpuTepii npuiikarkocri: 3aransHe yucio aepobHux Bignosipae *
miKpoopranismis - 1000 KYO/r. Jaranshe uncno ApisaKoBMX |
nniceHesnx rpubie - 100 KYO/r. Bincyricrs Escherichia colie 1 r
15 KinbkicHe BuzHauenHa. Amiogunin ~ He menwe 4,75 mr i He Ginbwe 5,25 Mr B TaBnerui 4,83 mrirag
16 KinoxricHe BuzHayeHHs. He merwe 11,87 mr i He Ginbwe 13,13 mr & TabneTui 12,17 mrfrab
Mapoxnopriasug
i7 Kinokicne susHauensn, Bancaptan  He menwe 152 mr i He Binbwe 168 Mr e vaBneTuy 160 mrfrab
18 Ynakoska Binnosigno no MKA N3 Bignosigae
19 Mapkysanng Bianosigso no zateepmkeHero TEKCTY MapKyBaHHA Bignosigae
11. Komenrapi: * NepioAnUHICTb KOHTPOMIO B KOXKIR 10 cepil
12. ¥moBn s6epiravns: B opurikanehii ynakoswi npu Temnepatypi He Buule 25°C. 36epirati & HeAOCTYNHOMY ans
Aiteta wmicui.

13. 3ansa npo ceprudikaniio; Unm MATBEPLMYIO, 1O BCi BUPOBHUYI cTazii ana uiel cepii rotosoi npoAykuil Bynn nposenewi
B 08Hi BiANoBIAHOCTI 3 BUMOramu, BCTAHOBAGHWMM B UMHHOMY KepiBHWYTEI no GMP,
3aTeepxeHomy MiHicTepcTBOM oXopoHM 3ROpos'a YKpaiHu, | 3 BuMoramu peecTpauifinoro

AOChE KPaiHW NpusHaYeHHs

Cepia gozBonena go Peanisauii / sigeantamenns 2 02.12.2024

3aTBeppwyto
NMIG: Kopotrosa O.T.

Mocapa: Ynosrosaxera ocoba

Minnucaro enekTporHmm nignucom: 02.12.2024 0815
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