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lpuparHe akuionepse ToBapucTeo "TEXHOMOM™

gyn. Crapa npopisna, &

(pyia GapMatesTU MR KOMItaMis

1. YyiaHe, Hepracerei obn.
20300, Vepaina

tare: (04744) 4-41-49

Jlinensis ua BupoGHHLTRO Nikapcskux 3acodis Cepia AB Na 598079 3 14.02.2014 poxy
Ceprudikar Ha cuctemy ynpasninns sxicrio JCTY 1SO 9001:2015 Ne UA.MQ.026-087-21
Ceigourso Jepxapuol cayx6u Yxpainn 3 nikapeskunx 3aco6is Ne 119 npo arecrauilo naGoparopit BKS nix 20.06.2012 p.

Kpaina pnpo6unk

Amaopumnin, Tabaerku mo 10 mr Ne 60 (10x6) y Guicrepax

Ceptudikar cepii Ne 8

Vxpaina

Ten.: (04744) 4-03.02

(04744) 4-03-01
{04744} 4-03-09

npuiMansKs
YNOBHOBAENE ocoba
ginnin a haprexorarnsay
sigain a6yTy

Howmep peecrpauiifnoro nocsinderHs Ta oro tepMin oif P. Ne UA/1427/01/02 TepMin nii 663¢TpoKoro

Cuna mil/akTushicTs: 1 Tabnerka MICTUTE: aMIoAKNIHY SecunaT v HepepaxyBausi Ha amjonuniy — 10,0 Mr
Howmep cepit
KinpkicTs npomxykuil B cepii (yu., wr. Ta in. )
Hara BupobunuTea,
Jara 3akindeHss TepMigy MpHIaTHOCTI

71123/60

267 yn

07.11.2023 poky

10 11.2026 poky

Hazga pimsauni IpAT «TexHosory
Anpeca pinsaund TIpAT «Texuosnor», 20300 Yepkackka 061, M. Ymane By:r. Crapa npopisna, 8
Ceptudikat pinmosixrocti GMP _064/2021/GMP mo 03.09.2024 poky

PE3VJIbTATH BUIIPOEYBAHB

Ne TIoxasHMKH B " ,
/i axoeri HMOTH HOPMATHBHOI JOKYMeH TN Meroa KoHTpOTI® | PesyarTaTH
Ouxngowtapopi TaGnerky kpyrioi gopmu Ginoro ao Bisyaneauii. 3a
1. Onue 6inoro 3 V6J'IaKHTHHM BiJITiHKOM‘ KONEOPY, BEXHA T2 303Hiumi{v1 BHr{mﬂ,OM Biznosizae
HMKHS TIOBepXHs sikux onykii . Ha posnami mix MaroTh BiImosinaTu
JTYHOO BM/IHO BLAHOCHO OTHODPIAHY CTPYKTYDY BuMoram IOV
A. Y®-cnextp TOTJIMHAHHS B}dnpoﬁynaﬂ.oro PO3YHHY, cne?f;sqegféiﬁpix
TIPHIOTOBAHOIO JUIS KiMBKICHOrO BU3HAYCHHS, B . s
obnacti Bix 230 sM no 300 HM noBHHEH MATH B ynmpa}(}nope'rosm ! 239 HM
o . BURBAMIl oGmacTaX
MAKCUMYM 33 DOBXIHH XBUI (239+2) Hm (DY, 2.2.25)
B. Ha xpomatorpami sunpoSysaroro posausy (b),
omepxkaHilt Ipyu BU3HAYSHH] CYNPOBIIHEX NOMIIIOK, Pimunna
2. Yaenrudikanis 4ac YTPEMYBAHHS JTixa aMITONHUIIHY Ma€e BiAnoBinaTH xpomarorpadis Bimmozinae
uacy YTpUMYBaHHS Tika aMIORUNiHY Ha XpoMaTorpadpi (AdY, 2.2.29)
DO3UKHY NOpIBHAHHS (€)
C. Bapenuk lugurokapmin (E132). Ha xpomaTorpami
BUNpPOGYBAHOT0 PO3YMHY MA€E BHABIATHCA OCHOBHA Touxonraposa
anaMa GIaKATHOr0 KONbOPY Ha pieni ocHOBHOT TisMu xpomarorpadis Binnosinae
Ha XpOMATOrpaMi po3uyHy NOpiBHAHKA, BiInoBinxa iif 1oV, 2.2.27)
3a 3a0apBJICHHAM
3. Cepenns maca 300 Mr+5 % ey, 2.9.5 301 mMr
He 6inblie Hix 2 i3 20 TabieTOK MOXYTh BIIXHIATHCH
- Bill cepenHbO! MacK Ha BEIMYMHY, 1O EPCBRILYE BurpumyoTh
4, Omnopinuicts + 5 %. Ilpu 1s0MY XKOJHA IApuBITyanbHa Maca He Mae JPy, 2.9.5 -1,16 %
' MacH BiIXANATHCS BiX cepeHbOi MACH Ha BENUYHHY, IUO +1,33%
nepespye = 10 %
5. CrupanicThb He Ginpiue 1 % AoV, 2.8.7 0,1 %
6. Posmapanys. He 6inkpwe 15 xB ooy, 2.9.1 3 XB.
Kpemuiro gioxcns
7 KonoinHEnH He 6insmre 3,0 % Jov 0,5 %
Gespoguui '
Ha momenm sunycky:
Jowmiwixa D: we 6inpine 0,3 ; ' He BusBnero
Homhura A: we 6insiue 0,15 %; e He BHABNEHO
Homiwra E, F: s KOKHOT HOMIIIKH
ge 6inewme 0,15 %;
Hecneyugpirosani domiuucu: ne 6inprue 0,10 %,
Cynposinni Cyma domimor: He dinsue 0,8 %
- JoMIinIKu: [Ipomazom mepminy npudamuocmi:
Honmiwirca D: ve 6inpme 0,3 5
JTomiuxca A: we Ginsine 0,15 %6;
Jomiwrca E, F: piist koxH0] XOMILIKH
He Gigpwe 0,15 %,
Hecneyuixosani domiuiky: e 6inpue 0,20 %;
Cyma domiwox: ve 6insue 1,5 %
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Crynisb po3dMHenss aMIIOAATIHY, ki nepeiiiuos y
PO3YMH 3 BUNPOOOBYBaHUX JO30BAHHX OIHHALD
uepes 15 xB Ha piBHI S; (6 omyHuub) Mac GyTH He
menwe Q-+ 5 % mna xoxHOT omumund abo cTymiHb
PO3YMHEHHA aMJIOAMIINY, STKUE ITePEeHIIOB Y PO3UHH Y
3 BHNPOGOBYBAHHX [O030BAHUX OLMHHMLL yepes 15
XB Ha piBHI Sz (6 omunuuy), CepenHe 3HaUeHAA i3 12
onuuuLk (S + S2) Mae nopismiosary abo Gytu
Ginbme Q i vemae OyTH XOmHOT onuuuIi 31 cTyIeHeM
posumHeHHst MeHme Q-15 %, abo, sxwo omepxani APV, 2.9.3

pesysibTaTH He Bianosinaiots pissam S; 12 S»
BUNPOOYBaHHS TPOLOBXKYIOTH HO pisHA S3.

Ha pieni S5 (12 omuunus), cepenye 3Hayenns is 24
ofuHuLE (S1 + Sz + S3) Mae mopierioBaTH abo GyTu
Ginsme Q iHe Ginbuwe 2 OUUHALL MOXKYTH MaTH
CTYTIiHb po3umHenus Menme Q-15 %, i Hemae sxcoxHol
oML 3] cTyTIeHeM pozynuerns MeHme Q-25 %.
Q - e CTYNiHL PO3UMHEHHS AiF049ol peYosHHY, IO
CTaHOBUTE He MenIne 80 % Bix HOMIHANBHOrO BMICTY
TabIeTKy.

Hns mepuux 10 Tabuerox npuiiManbHe YMCTHO Mae
oyt menmme abo nopiserooratm 15,0 (AV £15,0).

Siauo AV > 15,0, sunpo6oByBanH IO IixNa0Ts oY, 2.9.40,
OxuopignicTs nacTynHi 20 Tabnerok. Kinnese npuiivancxe 9ucho, Memod npsmozo
10. HO30BAHHX pospaxopane i3 30 Tabrerox, mae GyTH Menne abo GUSHAYUCHHS 4.0

OMANLE mopirrosaty 15,0 (AV £15,0) i xoner ’

ignasinyansapit BMicT y Tabnetui Mae 6yTy He

MeHmyM 34 3aavenss (1 — 25,0 x 0,01)M, i e
GinpruumM 3a 3aagenns (1+ 25,0 x 0,0 DM

99,7% - 101,2

%
9, Posunnennst

3arameHe umcno aepobHux Mixpoopraxismie (TAMC): : Binnosinae

- 3aranege qucngeng]ix)i)u;oigxfz I?ch.:eﬂemx Tpubie 7’[?1;;’ 1.4, 2 6'5]‘.27" 4

Hmerora (TYMCY): ne Gimoie 102 KYO/r. #:0.13, posmi>.f.
Bincythicts Escherichia coli B 1 r**, Binnosigae

Bumict CaoHasCIN2QOs (amnopuniny) y tabnerni Mae

6yTu: A6GcopOiiina

Kinbxicse - HQ MOMEHM GUIYCKY: Bix 9,5 mr mo 10,5 mr ¥ CHBKTpOd).O’I’OMeTI.‘.)‘i’xh 10,0 mr

12. niepepaxyBaHHi Ha cepeHio Macy TablieTku; B yabTpadionerosii i

BHIHAYCHHA - NpomAzZoM mepminy sbepizanus: BUAMMIH o6nacTsX

Big 9,25 mr mo 10,5 wmr (Y, 2.2.25)
v OepepaxyBanii Ha cepeiHIo Macy TabaeTky.
3a pozzinom «YaKoBKay
13. | Ymakoska MICS P Ne UA/1427/01/02 MIcA
TexeT Mapkysansa 10 PIT Ne UA/1427/01/02 Ta 3aTBepI0KeHOr0
OPHTiHAN-MaKeTy

* KOHTpOIIb NIPOBOAUTECA: NEPLLY Ta KOXHY O°SITY HACTYIIHY cepil.

#% MeToNHKa TPHAATHA 15 BUABJISHHS CTiHKOT M1r<p0(bnopn

Komenrapi: 36epiratu B opurma.nsum ynaxosii npu Temiepatypi se putue 30 °C.

BUCHOBOK: 3¢3Hauena cepia npodykyii Amnodunin, mabnemru no 10 mz Ne 60 (10x6) y onicmepax etOnomﬁ‘fle euM

MI(}I JI3 P Ne UA/1427/01/02 8id 28.05.2019 poxy ma smini ¢id 21.04.2021 poxy. &Y

Mixkpobiosioriuna

11. Bianosinae

Bianosinae

Binnosinae

14. MapxysanHs

] Mpvsarre akyioHepHE TORIPUCTEY
Hauaneruk BKS “TE%(HOHOK‘" ’ (/%C’-:l Iprma FOPUE]
BIAGHT KOWTPORKO (nianuc)
AKOCTY :

3asBa npo ceprmbmauuo.
«LlnM % 3acBimuyro, WO HaBeAcHa BUIle iHdopmauis € J:[OCTOBlpHOIO ta TO9HOR0. LF0 cepuo nponyxuu Gy Bupoﬁgem (BKII}O‘laK)‘m
: PA;IIPRRENEHO KOHTPOMb ii sKxoCTi Ha BHUIE3a3HAYEHIH NiMBRMLI y MOBHIH erlosuzé?ocn 3 eroramx ‘GMP,
“"‘*perygx QPHIM ODTZHOM, 2 TaKOX BiANOBINHO O cremudikanil, WO MiCTATECE y¢peec'rpamuﬂomy IOCBE.
B, nax&ha?}x Ta aHaNisiB Gy/0 NEPErIAHYTO Ta BCTAHOBIEHO BiANoBiAHicTs GMPY. ,

RiFiDo3g0. 3; 0 eunycky (peanizauii).
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