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W% Al lpuBaTHe akyioHepHe ToBapucTeo "TEXHONO™
% é%y@ syn. Ctapa npopiska. 8 Ten.: (04744} 4-03-02  npuimansus
= 1. Ymaus, Hepracsxei ofn. {04744} 4-03-01  ynosHosaxeHa ocoba
TRyna gapmaiesTatHix Romranil 20300, Yxpaina (04744)4-03-09  signin 3 hapMakoHamazy

dhakc: (04744} 4-41-48  signin 36yTy
Jlirtersia Ha BupoOHMITEO NiKapchKuX 3aco6in Cepis AB Ne 598079 3 14.02.2014 pPOKY
Ceprugixar Ha cHeremy ynpasniuna sxicteo JCTY IS0 9001:2015 Ne UAMQ.026-087-21
Cainourso lepxarnol cryx6u Vxpaluu 3 mikapesknx 3aco6is Ta KOHTPOMO 32 HaproTHKamk Ne 551 npo atectauiic maGoparopii BKS
Biz 31.10.2023 p.
Ceprudixar cepii Ne 5
Amroaunis, Tabaetku no 10 mr Ne 30 (10x3) y 6aicrepax
Kpaina upobauk_ Yipaina
Homep peecrpauiiinoro noceimsenss ra Horo Tepmin xii P. No UA/1427/01/02 tepmin mii 6e3¢TpoKoBO
Cua nii/axtesaicTs: 1 TabeTka MICTHTE: aMiIoRuTinY GecHNAT V IepepaxyBanyi Ba aMIo umH — 10.0 MT

Howep cepil 30424

Kinskicts mpozyknil B cepii (v, mT. Ta in. ) 9834 yn

Jara BupobHuuTEL 05.04.2024 poxy
Hara sakinderns TepMiHy IpHAaTHOCTI 10 04.2027 poky

Hazpa nimernii  IpAT «Texsaomory
Agppeca nimsruni IIpAT «Texronor», 20300 Yepkacska 061, M. Y MAKD BYIL Crapa npopiszaa, 8
Ceprudixar rigmopiznocti GMP _064/2021/GMP mo 03.09.2024 poxy

PEIVIBLTATH BUIPOEYBAHE

e Bexasmiiy BHMOI HOPMaTHBHOT AOKYMerTanil Meron xoatponie | Pesyasrati
o/ axcocTi MO pMa 0f 0Ky 1} Ii{ P y
Onsomaposi tabretxn kpyraoi dopmu 6inoro afo Bisyanpmmit. 3a
OL10TO 3 ONAKATHHM BIXTIHKOM XONEOpY, BEPXHA T2 | SOBHIMHIM BUCILIOM ; s
1. Onuc ; S . . Bignosinae
HIDKHSA NOBEPXEBA JKHX onykii . Ha posnami mnin MaloTh BLANOBIHATH
JIYTIOHO BHJIHO BiIHOCEO ONHOPIAHY CIPYKTYDY BHMOraMm 10V
A. VO-criexTp NOrnHHaHH: BANPOOYBAHOTO PO3YMHY, cneﬁggggiﬁipiﬂ
TPUrOTOBAHOIO AN KUIBKICHOTO BH3HAYEHHS, B ;R
obnacti Bix 230 HM 10 300 HM NIOBHHEEH MaTH B ymxpz:tgnoﬂeromﬁ ! S
MaKCHMYM 3& JOBKHHM XBHI (23942) M RECOIMUL 0 Gy
(IoV,2.225
B. Ha xpomarorpami BunpoSysasoro pozausy (b),
OfiepXKaHii Ipy BH3HAYEHH] CYIPOBITHAX HOMIMIOK, PinpxRa
2. InenTHdirania Hac YTPHMYBaHHA ITiKa aMIOKHIIHY Mae BinmosizaTu Xpomarorpadis Binnosinae
Hacy YIPHMYBAHHS ITiKa aMJOUILHY Ha xpoMarorpadi (Iey,2229)
PO3YHHY NOPIBHAHEL ()
C. bapsruk Innuroxapmin (E132). Ha xpomarorpami
BHIPOGYBAHOIO PO3IHHY Ma€ BHABIATHCA OCHOBHA Touxomapora
IWIsvMa ONIaKKTHOTO KOMEOPY Ha PiBHI OCHOBHOT UMK xXpomatorpadis Bigmorimae
Ha XpOMaTOrpaMi po3uHHy NOpiBHAHES, BijnoRiAHa 1H (ADY,2.227)
32 3a0apRICHHAM
3. Cepenns maca 300 Mr=5% OV, 295 301 mr
He Gimpmme gbk 2 i3 20 1a61eTOK MOXKYTh BIAXIATHECS
OmopinmicTs BiI cepenHbol MacH Ha BEJIMMHHY, TIO NepeBHInye Burpamyiots
4, Sritm + 5 %. Ilpn mpoMy skofHa IHAMBITYATEHA MACA HE MAc ooV, 295 ~1,90 %
BIIXHIITACS Bl cepeAHbO] MACH Ha BENMYHHY, IO +1.93%
riepespye = 10 %
5. CrgpaHicTh He 6inpme 1 % oeY, 2.9.7 0,1 %
6. Posnapauus He Gipme 15 x5 AV, 2091 3 x=.
Kpemuiro gioxcny
7 KOA0THHH He 6inpme 3,0 % Ay 0,5 %
Ge3nonuuil B P N
Ha stomenm eunyciy: g T
Homirurca D: ge 6impme 0,3 : %3 He susieneno
Homiuxa A: ge 6insue 0,15 %: 5 He pusipiieno
Homiwixa E, F: nng xoxH0T nomirmkn g * | Aerepigd He pugBNEHO
He Gineme 0,15 %; ;,;2. Q,EPTM@]KATB He eusenero
Hecneyugixosani domiwncu: He duxsme 0,10 %%}t menmci)iﬁauignr?m KOR 0,09 %
3 Cynposigui Cyma domiuox: e 6inpme 0,8 % ‘{;\9, 200%91;{14 0,09 %
) aominmeu: Ipomazom mepminy npuéamuocmi: th Og7
Homiwxa D: we 6utsmme 0,3 ; 2,
Homiwra A: He Oinpme 0,15 %;
Homiwra E, F: ang kool fomimxa -
He Glisme 0,15 %;
Hecneyugpixosani Oomiuwxy: He iteme 0,20 %;
Cyma dominor: He Gineme 1,5 %

I oh,087 SAula250% tedhs




CTynidb POITHHEHHA AMIOIHITIHY, SKUH NepeHnIon ¥
pO39MH 3 BHNPOOOBYBAHMX [030BZHMX OXMHHMI
gepes 15 xB Ha pieHi S; (6 ompmmp) Mac OyTH me
Memme Q + 5 % mug koxHOD 0ZmHmil abo cTyniHb
POUMHEHHA AMIICAWIIHY, AKMH Nepelflios ¥ posuuH y
3 BHTPOOOBYBAHUX [NO30BaHHMX OZMEMIE depes 15
. %8 Ha pieni S; (6 ogupuls), cepesHe 3HageHRs 13 12
omurwn (S;+ Sz) mac mopismiosatu abo OyTH
fimpme Q 1 gemae 6YTH KOAHO! OTUHNLI 31 CTYIEHEM
posumsenns meHme Q-15 %, abo, SKmo oxepxani ey, 2.6.3
pe3yiLTaTH He BiANOBINAIOTh DIBHAM 51 T2 52
BHNPOOYBAHES POAOBKYIOTE 40 PIBEA Si.

Ha pisni S; (12 onvHAsLy), CepeIHE 3HAUSHAA 3 24
omEHALE (S1 + Sz + S3) mae nopisHioBatd abo GyTH
finpme Q 1 ge Ginbme 2 ONMHALE MOKYTE MaTH
CTYDiEE po3yuEeHHd MeHIIe Q-15 %, 1 Hemac woaHoi
oppHHLI 31 CTVIIeReM po3gnHeHEs: Meame Q-235 %.
Q - ue cTynids PO3YHHEHHS Ail090] PeSORHEH, IO
cTaHOBKTS He Mexme 80 % Bin HOMINATBEHOIO BMICTY
TabJIeTKA.

Haa nepuux 10 Tabnerox npuiMaibHe TACIO Maec
6yta menme abo mopiemrosata 15,0 (AV <15,0).

SAxmo AV > 15,0, prmpoGoRYBAHHIO MIINANOTE oy, 2.9.40,
OnsopizHicTe macrynHi 20 Tabnerok. Kinuese npRiMalbHe 9HCHO, Memod npamozo
10. AO30BaHMX pospaxosase i3 30 Tabnetok, Mae 6yTH Memme abo BUBHAYEHHA
ONMHHIb nopismorary 15,0 (AV < 15,0) i xomen

inmuBinyanssui BMicT y TabneTui Mac OyTd He
MermHM 32 3HaveHnd (1 — 25,0 x 0,01)A4, i me
Gimemm 33 saavenna (1+ 25,0 x 0,044
3aransHe WHCNO aepobHEX Mixpoopranizmis (TAMC):
He 6impme 10° KYO/r.
3aramgpHe UHCIO APLKOKOBHX Ta IUICEHEBHX TpUbIE
(TYMC): e 6insme 10 KYVO/T.
Bincyruicts Escherichia colis 1 T%%,
Buict CaoHasCINGOs (avnonuuiny) y TabaeTmi Mae
OyTH: Abcopbuiiira
Kitniicse - HQ MOMEHRIN GUIYCKY. Big 9,5 mMr oo 10,5 Mr ¥ cneKrpﬁ@meMer[?ix'
12. [epepaxyBaHHl Ha CEPENHIO Macy TabIeTky; B yibTpadioneToBIH i
BHSA SR - npomazom mepminy 36epieanns: BHAEMIN 0B1aCTAX
Bix 9,25 mMr o 10,5 mr AV, 2.2.25)
y IepepaxyBaNHl Ha CepelHlo MACy TabIeTKH,
3a pozainoM «YIAKOBKE»
MICST PTI Ne UA/1427/01/02

Texct mapkygpauss ao PIT Ne UA/1427/01/02 1a 3aTBEpIKEHOIO
: OpUTIHAI-MAKETY
* KoHTpo:Ib TPOBORUTECH: TIEPILY T2 KOKHY T ATy HACTYITHY cepii.

*% MeToAMKA IPUIATHA JUld BIIBICHESA CTIHROT Mikpodrops.

Komenrapi: 36epirata B opHrisatsHil yIaKoBUl 0py TemriepaTypi se Buute 30 °C.

BHCHOBOK: 3E3HAYEHA CEPin npOOVKKIL Amnoounin, mabremy no 10 yz No 30 (10x3) v Baicmepax gidnosidac sumozan
MICTJI3 P Ne UA/1427/01/02 ¢id 28.05.2019 poxy ma 3mini ¢id 21.04.2021 pory.

100,35 % -
1033 %
g, Po3yyHeHHR

4.1

00V 1.4, 2.6.12; Biznorigae
2.6.13, pozmin 5.1.4 Bimmosizae
Binrosinae

Mixpobionoriuna

11 =
YHCTOTA®

10,2 MT

13. ¥Ynakoeka MEST Binnosigae

14. | MapKyBaHHS Binnopigae
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