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FOYN3 GrapMaueBTRWHUK KAMNAMIH

Jlinensis Ha BUpoBHMITBO Nixapcekux 3acobin Cepis AB Ne 598079 3 14.02.2014 pPOKY
Ceprudixar ma cuctemy ynpasainms skicrio ICTY 1SO 9001:2015 Ne UAMQ.026-087-21
Csizoureo Jepxasroi cnyxOn Yipainn 3 nikapcbkux 3aco6is Ta KOHTPOJIIO 32 HaproTHikaMu Ne 551 nipo arecrauiio naboparopii BKS gia 31.10.2023 p.
Ceprudikxar cepii Ne 16
Onpnancerpon, Tabnerkn, BKpuTi 060710HK050, 0o 8 Mr Ne 10 (10x1) y Gaicrepi
Kpaina rupobuuk Yxpaina

Howmep peecTpaniHOTO ITOCBIMYEHHS Ta HOro TepMid mii P. Ne UA/10081/01/02 tepmin nii Ge3cTpoKoRO
Curna nii/axTuBricts 1 Tabnerka Brprra 060I0HKO0 MICTHTE: OHARHCETDOHY CLADOXNOPHAY AMIIAPATY Y NICPEPaxyBaHHI HA OHIAHCETDOH — 8§ MT

Howmep cepii 111124
KinbkicTs npomyxuii B cepii (YL, wr. ta iy, ) 7732 yn

Jlata Bupo6auITES 01.11.2024 poxy
IaTa 3axiHueHES TepMiHy NPHIATHOCTI 10 11.2027 poky

Hazga nineruui IpAT «Texnonory
Anpeca gimepauni [IpAT «Texnonorn. 20300 Yepxackka 061., M. YMaup By, CTapa npopizHa, 8
Ceprudikar signosigrocti GMP _098/2024/GMP no 14.06.2027 poxy

PE3ZVJIBTATH BUIIPOLYBABD

Ne : . Meton
/i Hoxazauky sgxocri BrMoOru HOpMaTHBHOI JOKYMEHTALI] KOHTDOJTIO PesyastaTH
. . ~ . . Bisyansuui.
Tabnetin, BxpuTti 060510HKOK0, Oinoro ado maihike 6inoro 34 SOBHIMIHIM
1. Onuc KOJBOPY, BEPXHI Ta HIDKHA nosepxai Axux onyii. Ha BUITIAHOM MarOTh Biamoginae
po3mami mpu pO3LIAKAHHI Hifl YO0 BUAHO AAPO, OTOYEHS migmoninaTy
OIHHM CYHINLHIM DIapoM sumoram DY
A Ha xpomatorpami BHIPoGOBYBaHOIO POIYHHY, Binnoeinae
onepykaHiil npy xinpkicHoMy BU3HAUEHH], 4acC Y TPUMYBAHHA Pinussia
nixa oHoancempony 2idpoxnopudy Mac BIANOBINATH Yacy xpoMaTorpadia
Inentudicania: YTpHUMYBaHHA niiKa ondancempony gibpoxnopu@y Ha (IOY, 2.2, 29)
2. OunanceTpony XpOoMaTorpamMi po3guHY IOPIBHAHHA. _ '
riapoxnopus B Ha xpomarorpami BEIpOGOBYBaHOTO PO3UUHY, OFEPKaHiH TomKkomaposa Binnosinae
[pY BU3HAYESHHI cyqpoglnﬂof OOA'{IHUCL( B, mae BUSBIATHCS xpomatorpadis
OCHOBHa IUIAMA Ha PiBHI OCHOBHOT IUIAMHK Ha XpOMATOTpaMl (IDY, 2.2.27)
PO3YMHY NOpIBHAHHA (a).
3. Cepennst maca 312,0 Mr+ 5,0 % Ay, 2.9.5 3099 mr
He 6insme wix 2 i3 20 Ta6NeTOK MOXYTh BiOXunaTucs Bil BrrpinyioTs
- CcepeiHbOl MacH Ha BeJHYuHY, 110 nepesumye £ 5 %. [Ipu DY, 2.9.5 9579
4. OnuopixuicTs MacH LIHOMY SXOXHA iHAMBIfyansHa Maca He Ma€ BIAXIISTHCS Bil » + 2’ 04 %
cepelHbO] Mack Ha BENUUMHY, 110 nepesmmye = 10 % >
5. Poznajanus He 6inbwe 30 xB. oy, 2.9.] 10 xs.
6. T““};‘By{;i;’)"c““ He 6imsie 1,0 % DY 0,5 %
Cyupoeinni poMinnku: Tomcomaposfa ’
Jdomiuixa B He Ginpme 0,4 % xpomatorpadis Bincyras
(AdV, 2.2.27)
Teuyi NOMItIKH Jomituxa C — ne Ginbiua 3a miolly OCHOBHOTO HiKa Ha He BpaxoBYIOTE
xpomarorpami posuusy rnopiersraa (2) (0,2 %);
Homiwxa D ~ He 6inbllia 3a MOy OCHOBHOTO ITIKa Ha
xpomartorpami posquny nopisussns (d) (6,1 %);
Homiwica E — ve 6inpiua 3a MOy OCHOBHOYO IIiKa Ha
7- xpomaTorpami posunny nopieuanus (b) (0,2 %);
Homimxa F — e Ginplua 3a IOy OCHOBHOrO MIKa Ha
xpomarorpami posarry nopisastars (b) (0,2 %);
6ydb-axa iHwa Qomivuka: He GilbIA 32 TIOLLY OCHOBHOTO
nixa Ha xpomarorpami posuuHy nopiensaass (2) (0,2 %); .
cymapHuti emicm inucux dominioi: He Hinbie NOIBOEHOT BincyTra
1ot OCHOBHOTO TIiKa Ha XPOMATOTpami pO3YMHY
nopisasnns (a) (0,4 %)
Ilns 6 TabieToK CTYNEeHb POSYHHEHHS OHOGHCEMPOHY HEPE3
45 xB Mac BiIMOBIIATH BUMOTaM PiBHIO S1; He MEHILE 100,2 % - 104,8 %
Q+5 % ana koxuoi TabraeTku. KO HE BRKOHYIOTBCA DY, 2.9.3
8. Po3unueHHs BHMOTH PiBHA S;, TO CEPE/IHE 3HAUCHHS CTYIICHS DY, 2.2.29
POSUMHEHHS oHOaHcempoHy uepes 45 XB i3 12 TabeTok
(S + S1) nopiBmioe a6o 6insue Q, i Hemae KOXHOT TAbNETKH
3i cTyneHeM pozurHeHus Mexime Q — 15 %. ko He




BUKOHYIOTECA BUMOTH DiBHIB Sy a00 S3, T0 cepeane
3HaYeHHs CTyrens pozdnuenas 13 24 tabnerok (S; + S+ S3)
nopismroe abo Ginbiue Q, i He 6LibIe 2 TaBICTOK MAKOTH
CTYIEeHb pO3uNHCHHA MeHiue Q — 15 %, i Hemae xoaHoY
TabJIeTKH 31 CTyneHeM po3uMHeHHs MeHwe Q — 25 %.

Q — 1 CTYNiHb POIUMHEHHS AIKOUOT PEYOBUHH, IO
CTaHOBMTL He MeHe 75 % Big HOMIHATBEHOIO BMICTY
TabJISTKH
Jns nepmmx 10 tabneTok npuiMaibie aucno (AV) mae
OyTH MeHie abo nopisxioe 13,0. Skwo AV 6Gigsre 15,0, T0

0 Onwopinsicrs i Bﬂnpo6y13aHmo NiAnaloTh HACTYTIHI 20 rabietok. HOV, 2.9.40,
. 030BAHUY OIHHHIL iHIeBe NpUHAMANBLHE YHCITO, po3paxosate 13 30 TabneTok, MIIB 11,4
mae OyTu MeHIne abo popisuroe 15,0 i xomeH oy, 2229

iHmmBimyanssuil BMICT B TabneTui Mac OyTH HE MEHIUHM 33
(1-25,0 x 0,01)M i ne 6impuimmM 3a (1+ 25,0 x 0.0 DM
- 3araneHe gUciio aepoGBuX Mixpoopranizmis (TAMC):
He Gimpure 107 KYO/r; )

10 MiKpoﬁionoyqua - 3arajibHe YMCAO0 APDKIDKOBYX Ta IUTICEHEBHX rpubiBs 15(1;5;,311 2.0. 1.2 ;
umeToTa* (TYMC): rie Ginsue 10* KYO/r; w0 8{03;{1}1 -

- OKpeMi BHIY MIKpOOpTraHiaMis:
BificyTHICT Escherichia coliB 1 1.

Kinbkicue
BH3HAYCHHS
OHOAHCETPOHY: : Pimunna
11. | Ha MOMEHT BUIIYCKY Buict ondancempony B onHil Tabrerd Mac 6yTH Big 7,60 xpomarorpadis 7,93 Mr
MT [0 8,40 Mr, y nepepaxyBaHHi Ha CEpERHIO Macy TabneTKH (oY, 2.2.29
[pOTSIroM TepMiHY BuicT ondancempony B onuiit rabnetui mae 6yTy Bin 7,20 -

30epiraius Mr g0 8,40 Mr, Y nepepaxyBaHHi Ha cepeiHIo Macy TabneTku

12. HaxyBarHs 3a posninom «Ynakoska» MK PIT Ne UA/10081/01/02 MK Binnogizae
/02 . .

13. Mapicysanus Texct mapkysanns 1o PII Ne UA/10081/01/0 Bimnogizac

Ta 3aTREPIKEHOrO OPHTiHAN-MaKeTy

*KOHTpONb HPOBOMMTHECA BUGIPKOBO: NEPHLY Ta KOMKHY I ATY HACTYTIHY cepii, ane ¥e piuie CIHOTO pasy B pik.
KomenTapi: 36epiraTi B OpHTiHANbHIHA YIAKoBLI TIPH TemMnepaTypi He BUIIE 30 C.

BHCHOBOK: 33HaYZHA cepia npodvkuil Oudancempot, MAbNenKu, eKpumi obononKoio, no 8 mz Mo 10 (10x1) y 6nicmepi gidnosioac
eumozam MKI JI3 P.Ne UA /10081/01/02 eid 22.07.2019 poxy ma 3minas 6io 06.02.2020 poxy, 8id 22.03.2021 poxy, eio 11.01.2022
oy ma 6i0 22.06.2022 poxy.
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3aspa upo cepradikaniro: ) )
«L{¥M # 3aCBiNHYIO, JIL efena Buie iH(GOPMALiS € HOCTOBIPHOW Ta TOUHOK. Llfo cepio MpoAyKuil 6ys10 BrpobIeH0 (BKIIOYArOIH
naKyBaHHA/Map e’afm eeHO KOHTPOMb 1l SKOCTI Ha BULIE3a3HAYeHIH FinpHMI y mopHi¥ BizmosinHocti 3 BuMoramu GMP,

gl 4y; N o . i o
BCTAHOBACHH &@C/ BUM p‘e—) OPHMM OpraHoM, a TAKOX BlANOBIAHO 1O CHCLII/IquKaHH/I, TI0 MICTATHECA Y peccrpaumnomy IIOChE.

TIpoTokomnu 1350’6}114 23, naxysa‘@@ Ta aranizis GYJIO NeperssiHyTO T2 BCTAHOBJIEHO pignosiguicts GMP».
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