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BUCHOBOK
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16.12.2021 | - Ne 7561521126

___CHJIATPA

(HAHMEHYRANUS JIKAPCHKOIO 34COBY 3110 PECCTPALAINM HOCBIAYCH M)
TabaeTKu, BRPHTI IIIBKOBOW obononkotoe, o 100 Mr; 1o 4 rabaerky y biicTepi, no 1
biaticTepy B nawui

(hopMa Brnycky. 103veanns, pua MAKYBAMHA HKAPChKOTO 3aco0y)
Homep peccrpauiiinoro nocsinsensin UA/17197/ 01702 erpox aii pecerpattitnoro noes|xvenns [1.01.2024
Cepis nikapceroro saco6y Ne F110949 KiasxicTs Besenoro nikapesxoro sacofy 7220

Bupobhim _Axrasic JIT4., Mansra

{(HaftiMeHy BatKa BRPOBHYKa N{KapcLKOro 3acoby, KpaiHa noxomwerus)

Boeseno B Vipatny Ipnsatie AKUIOHCPHE TOBAPHCTRO ”(Dap:ua'uemutma_{pipma

lapumust', inent, won: 00481212

(HaFMeHynanus 13 ko 38 CAPTIOY OPHAMYHOT 0COTH 400 NpisBUILe, iM's, 110 BATHROB] P1314H0)
oco0H - nignpuemus. ¥ micie NPOXRUBAHNR 12 peccTpanifnuii HoMep obnikoroi KAPTKM NaTHHEKS
honarkis abo cepis Ta Homep naciopra)

Npotoxen sisyansno ro konrpomo sin 16.12,2021 Ne 4716/1.

Ja  pesynsratamn AEPHKABIOIO  KOHTPOMO  BCTAHOBAEHO, L0 fikapesKinit  3aci. BBE3EHO B '?ic'pét“;'ﬁ}f' 3

AOTPHMAHHAM BHMCF 3aK0 HONARCTRE WOAG 3aBe3neeH s SKOCTI HKapohKiX 3ac06ia.

A

HauansHuxk Muxoira XOJIOJEHKO
{nocanosa ocofa opravy ﬁﬁpﬁiapﬂor*o-1{0'1-_151*;}63:;'0} . (HiAnKe) (iHiUiany ta npizsuie)




Peaaxiyis 01

Cepmudpikam sionosidHocmi

Bamosrmn: - LapRuyn ¥YrpaiHa
‘KpaiHa imnopTy: Kpaiva

| Homep samoBaeHHs; 6269

[Hazpa npoayKTY 3amMOBHMKA:! [ICANATPA 100 mr
Hazsa npogykTy Actavis: Cunaenadin 100 mr

|MiaRyBansrul Matepian: |na-ma KapToHHa - Ko | pesanyin: 1035365-02

(HETPYKUIA ANRR MEAMUHOrO 3ACTOCYBAHHA - Kog | peaakuUis: 103617501
Donsra - Kog i pegaxyin: 1035368-01

Homep cepil supobhniiTea: PP3106
‘Homep cepii ynakopru: FHG949
Homep cepil 3amMoBHMKA® FHO949
Kreyudixaula Ha roTosy npoAYKUI0 7 SPFP_SILD_Q7
ipefakuin ]
AHANITHYHI MeTO/M Ha roTosy npoaykiiile: STFP_SILD_08
\Nikapcoka dopma: BdTa6netku - Rancynu
PO3MIP YNaKoBKH: | ATa6AeTRN 11N YNAKOBKM: Bricrep
| - | 0 HeposgacosaHa
JaTa BUpOBHUUTBa; 09/2021 Jata sakindenHn Tepminy 0872024
MpURATHOCTE:
BignpaBneHa KinbkicTo: 7220 yNakoBKYU Homep peecypaliiiHOrD UA/17197/01/02
NocBigueHHs;
AinbHuus supobuuyTea Heposgacosanol X AkTasic Jira. B/16015-016 o3 IHLe; o
NPOAYKUIT Ta RORTPOAKC AKOCTI; bynebens lHgacTpian EcTedr HE 3aCTOCOBYETHCH

3eiTyH 3TH3000 ManbTa
Howmep nigenziy:-ML 001
GMP : MT/031THM/2018

AinbHKIA NakyBaHHA B4 Akrasic Sitg. BAB015-016 3 IHwe:

bynebent lHaacTpian Ecrtenr He 3aCTOCOBYETLCA
3entyd 3TH3000 MassTta
Homep ailensits ML 001
GMP.: MT/031HM/2018

KomenTapi: T | )

1. ium 8 nigreepamye, We sHWesragana napTiR, BHAKMaYH Npomikat Ta. akTHBNE PEUCBUHH, Gyna Nepes3Ha 3aMOBHUKY.

3AMOBHHK Hece BiANCBIAANLHICTL 33 OCTATOYHMA BMNYCK Ha puHoK. (lpoaykr &ym signpasneHni A0 MiCUA, BKA3aHOIo
3AMOBHHKOM,

2, UuM 33785AK, WO 333Ka4eHa BUile IHPOPMaLiR € aocTosipHO0 Ta TounHow, s Cepln Byna BHroTOBAGHA, BRAIOMAIUH
YNAKOBKY T4 KOHTPONIL AKOCT HA BHwe3ragaHin Ainornyi (ainbruuax), y noanii BignopizaHocTi Ao BUMOr GMP MiCLeBOre
Perynisionoro opraty Ta cneytbirauicio y Toproain nitensii xpaius-isnoprepa. Npunucari apxtasi 3pasku 6ynu sigidpant
i 36epiraoTecs 8 TOB "Azrasic” wonaiimeHwe npotsrom CAHOrD poRy NiCAA 33KIKYEHHA TEPMIHY NPHAATHOCTI NPOAYKTY.

‘3. Janmck WoAo BAPCOMWLTBA, YNAKOBKM Ta ananizy 6yam nepernanyri ra busuani Bignosigrmm Ao GMP -ta Teékniunol
yroad. Bol poxkymenty sbepirarumytoca . TOS "AxTanic” WOHARMEHLUS NPOTATOM DAHOIG POKY NICNA 3EKIHYE HNS Tapminy
NPHMARATHOCT NDOAYKTY.

4 YH Gyan cytresi sigxuaerkn Big BUpo6Huuoro NPOUELY, 1a3HANSHOTD Y T XHIuik yrogl issao npoayrry

B Hi o Taw (gue. koniw npo sigxuaeHHR / BIANCBIAMMA 3BiT)

5. Buesraqsda napTis MaE eneMertH Besnexu BigNORIAHG A0 Csponeicekal AHPERTHEH NPo  (aAbCHBiKosaH! ik
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teva

CEPTUDIKAT AHANIZY (AAPHUUA).

ipeaykr: Cunpenadin 100 mr

Homep cepli supoBriitaa: PP310¢ Homep cepil ADH: - ~ RRé6264

Poanip cepi: 112 000 vabneTok Hasea nocravansHuka A®L  Maprimed SA.

TecTH Cneysdikauti Pesysbratw

Tabnerru 6/1akuTHOrO KOLOPY, 17.0.X 8.5 MM eainTuusol dopmy,
1. Onuc raéneronr ABOONYKAT, BKPUTI NNIBKOBOIO OBCAOHKCIO, 3 FpasipyBaHHsM Bignosigae
«SL100» ra opuist iz cropin..

2 igenTudikayis
Lnngenadin ynrpar: 'BEPX: HacH yTDMMYBAHHA OCHOBHOI O NiKa HA' XPOMATOFPAMEX

| , o Bignopigae
BUNPOBOBYBAHOTO PO3UMHY | POFUMHY NopiBHAHHA, OTPHMAHMX AK
ONMCAHO 8 po3ginl «KinskicHe BuzHavennsy, cnianapaoTs,
BEPX-AMA:  YO-cnexTpd  NOFAKHAHHA  OCHOBHOTO  miKa  Ha. .
XPUMATOrPEMAX BUNPOGOBYBAHOIG PO3YMHY | PO3YHKY NOPIBHAKHA, Bianosigac
OTEHMAHKX  AK  onmCane .8 po3aint  «KinkkicHe suaHaveHuss,
CnienaaawnTo,
3. CEpepia Maca TaBheTrm 503.9 mr+ 556.9 mr 529, ¢ i
4. QFHOPIAHICTL Mach Bignosigae Ph. Eur. 2.9.5 Bignosipac.
B, Pesnaganna Bianosigac Ph, Eur.-{i;?,ij;"ﬁ'é‘ Ginsite 1S XA, 7 xeMAuH
6.  CTupaHicTs Bianoeiaae Ph. Eur. {2.9.7); He 6invwe 0.3% 0%
7. CTiRKiCTb A0 pOIgABMIOSANHA Bianosigae Ph, Eur. (2.9,8}); He MeHie 50 H e
' CepegHe: 172 H
Min: 341 H
Manc: 192 H
g, OAoplanicTy Jo3oBaHvX ‘Bignoeigae Ph; Eur. {2:9.40): AV ¢ {5 AV: 2,4
‘CAMHEuIb (Bapiallis MacK)
9. Kinbkicwe Buanauessa 95.0% - 105.0% »ig 323naueHoro a ynakosyl (95.0 mr = 105.0 kir) 99.4 Mi {99.4 %)
10 CynponigHi gomiwk » byab-arol posiwkn - ve Ginbwme D, 2% 0.13%.
(nepir 3skrypanHg 0,1%) )
+ Cyma pomition - He Blanwe 1.0% 8.13%-
11, Po3yunenns Bignosigae Ph, Eur. (2.9.3}; Cepearel 94.9%

Q=7%; ne Menuie 80% 1a 15 xBiinmH

-MiIH 91.7%
Maxc: 98.6%

Fipusiimica: ¥ COA ROBISoMAREMBEA nue NPY sUKOHAHT recmiy

Tihana Zalig Kevin Matlia
3ab6e3nevesHa AKGCT] Yrnosrosameia Ocoba
Aara: 21/10/2021 Aata: 22 woaTHa 2021
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