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Ref: | « /25 af 2022
CEPTH®OIKAT AIKOCTI
QC 82-01
HA3BA TTIPOKOPTH3OH
JIKAPCEKA GOPMA Masb cuna _
CHJIA 1/ AKTHBHICTE 1 T masi MIiCTHTS 5 MI FROPOKOPTH30HY atleTary
PO3MIP TA THIT YIIAKOBKH TTo 3r mazi ounol & TYSL.

{lo 1 TyGi pazoMm 2 IHCTPYRUIEI IR MENHUBOTO
33CTOCYBAHHA B KaPTOHMIH nauli 3 MapKyBaHHAM
YKPaTHCLKOIO MOBOIO

CEPISI Ne 332104

HJATA BUPOGHHI{TBA 15.11.2021

TPUIATHUHA 10 11,2023

AHAJI3 BUKOHAHO 3I'THO 3 MIC 113 MKA JI3 1o peectpaiifinoro noceimeHs
No UA/18201/01/01 31 aminoro ein Hakazy Ne347
Bin 24.02.2021p.

POSMIP CEPII 50000 ynakosok

HA3BA,; AAPECA T HOMEPH JIIEH3LIT Bupobieo, BKAIOUAIOUH VIAKOBKY/MapKyBatst T4

BCIX YUACHUKIB BHPOGHUI[TBA TA koHTponb sxocTi TOB «ApniMem» 3a agpeco:

KOHTPOJIO SIKOCTI PecniyGnika  Bipmerisn, Koralikcska o6n., M.

Abossn, 2-H MKp., OyauHok 19
Ten.: 374 (2223 21703, 21740; N
niuensis Ha BupoOHuLTRo K-XX-000651

3EEPIIAHHST

30epiraTn  npu  Temmeparypi

_ 30epiraTi B HEZOCTYIHOMY A%
CEPTHOIKAT G *\ 003/2021/GMP
HOMEP PECCTPAIL NG NeUA/18201/01/01
TIOCBITYEHHS B VEKRSY
TEPMIH Ul PEECTPAIIGAHOTO Ho 20.07.2025
HMOCBITYEHHS HA BCII TEPHTOPT]
YKPATHH

¥ Ll Flpuevion s, Smangh duirg, 2204, g Alprduls, 20 Sblpnzngul; 219, hhn,' #(374 Z22] 2-17-03, 24760} 544 W’ mansgementgianinsdam

3 2
Pecrytnuna Apwens, Kotai maps, 2264, LABowsH, 208 MK, fose 18, Tan 3314 22) PAT03, 2-17-80, thaxe: w(gﬁl 2%@2-19—24, ] +{3?4 91) 41»61-05 B povTe; management@arplited.am
6..\ Bldg. 19, mer 2% Abovyan, 2204, Kotaykt Marz, Repubiic of Attnenis, téhy +(374 202) 24703, 2-17-40, fax: +(374 223} 319-4, moblle: +(374 913 415108, samall; Mmanagemsnt@arpimed.am
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Ref. « 73 » g7 2022
HAUMEHYBAHHS BIMOTA HOPMATHBHO{ PEIYJLTAT AHATIZY
IMOKA3ZHUKA JAOKYMEHTAIII
Onnc Dina aGo maiixe Oina, HanmiBpo30pa KHUpHA Maca Binnosigae

OJHOPIiNHOT KOHCHCTEHLLT, 31 crnabkum 3anaxom
MAa38B0I OCHOBH.

Maca BMicTy Cepennst Bara B.MiCTy IQ Y0 He MeHLe 3.07r
sasBaeHof (3.0 r), 1 Bara BMIiCTy KOXHOT OKpemMol
TyOu fe menwe 90% (2.7 r) Bia zagenenoi. Axkwo
pe3syJbTaTH  He  BIANIOBINAOTE  BUMOram,
BU3HAUNTH Bary BMICTY A7 JoAaTkosux 20 Ty6.

Cepenxa para emicry 30 TyG He wenue
zageneHoro (3.0 1) i ve Oinbiue, Hix B ogHil 3 30
TyO Bara emicty menwe 90% sin sassnenoro (2.7

r).

YIaKOBKH

Haentudikauin Ilin wac tecry «KinbkicHe BU3HAUGHHS» Hac Bianosinae
BHXOLY OCHOBHOrO MiKy Ha Xpomarorpami
BHOPOOYBAHOFO PO3YHHY Mac BIANOBiAaTH dacy
BHXO/ly WHKY TiIPOKOPTH30HY —aueTaty Ha
XpoMaTorpami CTAHAAPTHOTO PO3HHAY,

pH 5.0-7.5 6.61

Posmip wactunok st KOXKHOrO 3paska, LUO MICTHTh He MEHL Hix Binnosinae
10 MKr TBepnoi miiouol pedoBuHH, Mac GYyTH He
Ginblue 20 4acTHHOK 3 MAKCHMANBLHUM PO3MipoOM
MOHAL 25 MKM, 1 3 HUX He Oinblie 2 YACTHHOK 3
po3MipoM moHaa 50 MkM, He A0NycKaeThes
HASRHOCTI YaCTHHOK 3 MAKCHMAIILHUM pO3MipoM
nonan 90 mMxmM.

Mertanesi wacrunkn | Masb ouHa BiNOBinae umoram, IKMO zarajibHe Bianosinae
HYHCJIO TAKHX YacTHHOK poaMipoM 50 MkM i
Ginbwe y seix 10 TyGax e nepesnye 50, i akiuo
He Oimbil Hik B 1 TYGl micTHThCa Ginbue 8
HYaCTHHOK 3a3HAYeHOro poamMipy. Sxino paxa
BUMOra  HE  BUKOHYETLCH,  JOCHIDKEHHS
MOBTOPIOOTE Ha 20 aomatkoBux Ttybax. Ouna
Masb BIAMOBiNAc BUMOraM, AKIIO 3araibHe YUC/IO
METaJIeBUX YaCTUHOK, OYAb-fKMit po3Mip sKux ,
CTaHOBUTL 50 MKM i Gintbiie, He nepeBuuLye 150 B _ g
ycix 30 Tybax, i akuio e 6k ik y 3 TyGax -
MICTHTbCA Oinblie 8 4YaCTUHOK 2a3HAYEHOro
posmipy (y KOxHIH 3 TyG).

Fepmernqmcu Ha ¢insTpyBansuomy manepi ne noeuuno Gyry Binnorigac
YIAKOBKH NATBOKIB 3 KOOHOT 3 Ty0. Hxuwo narsoku
CMIOCTEPIraloThes  TiNbKM 3 oaHiei  TyGw,
BUNpOOYBaHHS (pPOBOAATH AOJATKOBGTIIE" 30
Tybamu. Sxwo narboku cnoctepid SEFET Binbr
HbK 3 oaHiel Tylu, peayanajmd- HITPOQYBAHHS -
BBAMKAOTE S

Jikapen koi
PEHOBHHH

e

HEe3a70BIN bHI/lMH e

i usina s, Yrnuph swng, 2204, g Upmiots, 2-p dhignanguds, 2.1, hba.' +[374 222) 21703, 2- 11-40, .ﬁmhﬁﬁW&&Wsn 1514 ds'ﬁ thnuin' managemer@amimed.am
PecryGinuka Apmoius, Koraia: maps, 2204, rASoaan, 204 MKD., Rom 19, Ten: {374 227) 21703, 2-17-40; thaxc: +(374 222) 2-19-24, cor.; +{374 91) 41-61-05, an noura: Maragement@ arplmed.am
Bldg. 19, mer. 2%, Abovyan, 2204, Ketaykd Marz, Republic of Armaenla, tel.: +{374 222) 21703, 2-17-40, fax; +(374 222) 2-19-24, mobile.: +{374 91) 41-61-05, s-mall: menagement arpimed.am
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Ref s ad 2027
BUITpOOYBaHHA BBKAIOTh 3aZ0BIMBHHMH, AKLIO
HE CIOCTepiracTees NarLokiB 3 nepuwmux 10 1y6
a00 cnocTepiraiHed NaThOKH TIALKY A8 OOHIET 3
30w |
CrepuabHicTh Tlicns sakinuenns TepMiny inkyGauii 3pocTans Crepunpi
MIKpOOPraHi3MiB He- BOBHHHO CMOCTEPITATHEA,
Buznauenna 1.8-22 mr/r 2.028 mr/r
Mernnapadena _
Kinnkicue He wmemme 95.0% i ne OSimewe 105.0% Bin | 99.6% (4.98 mr)
BU3HAYEHHS 3agBneHol kinpkoot {4.75-5.25 mrl.
Cnopinuneni Inaueinyansua gomimka - He Sinpwe, sk 2.0% He neaexryetoes
PEUOBHHY - Cywma ffomitox - He Ginblue, Hix 4.0% 0

BUCHOBOK: Bignosigac - sivoram MK JI3  no  peecrpaniifuoro  mocsimuenis
NelJA/18201/01/01 3i aminoro sin Hakasy Ne347 siz 24.02.2021p.

KOMEHTAPL: 36epiratu npu temtieparypi te iie 15°C. 36epirati B HENOCTYITHOMY 1% AlTeH Michl

Lurt 2 sacsiouyio, wo exazana ewge hiopyayin ¢ docmogipnoo i mowown. Ha cepia npodyryii Hyia
BUPOBRENA (BIIIOUAIOUN YRaROSKY/ Mapryeaims) | nposedeno Koumpors i axocmi na euuesrasanisi ciaamyi
6 nosuitl gionosionocmi eumoeam GMP, scmanoerenus pe2yasmopnu op2anoas Yrpainy, a marooc
6I0ROGIONO D0 cheyudikayil, axi Mmicmanees 6 peccmpayiiiiomy Oocse, Hpowmoronu supobruymsa,
ynaxoexu ma anaaizie Oynu nepezranymi | écmanoereno gidnosionicms GMP.

Pectylinure Apmers, Koralio: meps, 2204, rAGoEst, 2o beup.. fnons T, ven.: +{874 229) 5.47-03, 2417-40,

s pgends, Snnunph dapg, 2204, g Upadiuly, 205 Rl 2,19, hbn' +{374 222 2-37.03, :

§ i‘_hiﬁ-ﬂﬁ, b ihning’ management@arpimad.am
H{374 222) 27023, cor.: (374 ) $1-6105; an. mourer management@ arplved.am

Bldg. 18, mer 2V, Abowyan, 2204, Kolayid Marz, Aopubllc of Armenis, tel: «(374 222) 24708, 2-17-40, Tox: +(374 222) 2418-24, moblla: +(374 91) 41-69-05, s-mafl; anagement@arpimed.anm
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