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CEPTUDIKAT SIKOCTI

HA3BA
JHKAPCBKA ®OPMA

CHJIA JIIT / AKTUBHICTb

PO3MIP 1 TUI YTIAKOBKH

CEPIA Ne
JATA BUPOBHUIITBA

NPUIATHMIA 1O
AHAJII3 BUKOHAHO 3r1JIHO 3
PO3MIP CEPIT

HA3BA, AIPECA | HOMEPU
JHIEH3IA BCIX YYACHUKIB
BIPOBHULITBA TA KOHTPOJIIO
AKOCTI

3BEPIFCAHHSA
CEPTUHDIKAT GMP

HOMEP PEG?CTPAulﬁliq)ro
NOCBLIUYEHHS B YKPATHI

TEPMIH JIT PECCTPALIIHOIO
NOCBIAYEHHS HA BCIH
TEPUTOPI YKPATHHM

QC 82-01
TETPALMKITIH

Masn ouna

Foromasi micturs 10,82 mr tetpaumkaidy riapoxsopuny
(exsiBanenrno 10 Mr reTpaumiiiny)

[1o 3 r masi ounol & Ty6i.

o 1T T1ybi pasoM 3 IHCTPYKLICIO IS MEIHYHOrQ
3aCTOCYBAHHA B KAPTOHHIH naui 3 MapKyBaHHAM
YKPaTHCEKOIO MOBOIO

322405

26.02.2024

02.2027

MK JI3 no  peecrpauifiHoro  nocsipuends  Ne
UA/17541/01/01 21 3minowo sin Hakasy Ne 171 ein
03.02.2021 p.

50000 ynakosok

BupoGieso, BKIIOUAIOUH  YNAKOBKY/MapKyBaHHa 18

xourpone axocti TOB «Apnimeny 3a anpecorw: Pecry6nika
Bipmenia, Koraiikcbka 0611., M. AGOBsH, 2-4 MKp., OyuHoK
19

Tes.: 374 (222) 21703, 21740,

Aiuensis Ha BupoOGuuuTeo K-XX-000651

30epirarn npu Temiepatypi ve sume 25 °C. 30epirary
HCAOCTYMHOMY A8 airell micui
003/2021/GMP

Ne UA/17541/01/01

Jo 12.08.2024

APIMMUME]

208

b, Srnug gt Upg, 2204, glpmlicts, 200 Wikiiozngels, 2,99, Bbu.'+{374 222) 21708, 24740, $upn’ {374 222) 21924, pgg." +(374 B1) 416105, 1y, umin’ maragenetenimed. ans
maps, 2204, rABoENN, Toi MRp., 20M 10, YoL: (374 222) 21703, 21740, danc: HIT4 222) 21, oo H{iTh $1) 418105, W nouTs: manegerrmt @ arplrivc
Bldq 18, mer 2%, Abovywn, 2204, Kotaykl Marz, Republic of Armenls, tel.: (374 222} 21703, 2-17-40, fax: +{374 223} 21924, motilie: +{(374 §1) 418108, s-ciall: monsgerent@aepimed.om



urorusn ARPIMED APITUME]

Ret. 75 2.3 2074/
HARNMEHYBAHHS BUMOI'M HOPMATHUBHOI PE3YJIBTAT
- HNOKAIHMKA | JOKYMEHTAL AHAJIZY
Onne Masb  oamopigHoT KOHCHCTEHUIT KOBTYBaTOrO Bixnosigae
abo KOBTOrO KOJLOPY.
Maca smicTy Cepennst  para BMicry 10 Ty6 He wmenwe 30r
YHAROBKY sassnenol (3.0 ). i sary BMICTY KOMKHOT oKpemol

TYOH He menwe 90% (2.7 r) BiA 3asBieHof,
giano pesynwratu e BIANOBIAAIOTE BUMOTaM,
BHIHANHTH BMICT U191 10/aTKOBHX 20 TY6.
Cepeaniit smicr 30 TYO He MeHile 3aspieHoro
(3.0 r) i He Gimbie oguiet 3 30 Ty0 MeHue 90%
, BIJI 385BJICHOTO ( 2.71).

Inewrndicanin Hac  yrpumysanus Ky TeTpaunKiiny | Bignosigae
riAPOXAOPUITY Ha Xpomarorpami BurpoGysaHoro
PO3HHHY Mae Bianosisatu yacy YTPUMYBaHHS
niKy TeTPaUMKIiny TiAPOXIOPUAY Ha
XpoMarorpami - cranaapTHoro po3uMHy npu
KUIbKICHOMY BU3HAYEHHI,

pH Biz 3.0 no 7.0 3.6

Posmip yacruuoxk Hns xoxHoro spaska, o MicTHTh 10 mkr | Bignosinae
Jikapenkoy TBEPAOT ALOHOT peuoBnM, Mae OyTu He Ginble

pedoBunn 20 YaCTHHOK 3 MAKCHMANLHUM PO3MIpOM Moxan

25 MKM. | 3 HUX He Ginbuwe 2 HACTHHOK 13
MaKCHMANLHAM  pO3MipoM moxax 50 MKM, He
AONYCKAETHCS HasBHOCT YACTHHOK 3
MAKCUMATLHIM POsMipom nonan 90 Mkw,

Meranesi yacrunkn Masb ouna signosinac BUMOTaM, siKLLO 3aranbhe Binnosinac
HHCIIO TAKMX YAaCTHHOK y Beix [0 Tybax He
nepesuinye 50, i aK10 He Ginb HiK B ] TyGi
MICTHTBCH 6inblue 8 uacTHHOK 383HAYCHOTO
po3Mipy. Skino nama BuMmora me BUKOHYETBCS,
JOCXKEHHS. MOBTOPIOIOTL Ha 20 NOHATKOBUX
TyGax. Ouna mass sinnosigae BUMOTaM, 9KIio
SATAJIBHE  HUCHO  METANEBUX  YACTHHOK, Oy 1p-
AKUH PO3MIP AKNX cTatoBATL 5O MEM | Oinbure,
HC nepesuinye 150 5 yeix 30 1yGax, i AKLLO He
Oinbln Wik y 3 1y6ax micTuTbes Oinbie 8
HACTHHOK  3a3HA4YCHOTO poaMipy (y kOXKHIH 3

Ty6).
Fepmernunicrs, Ha ginbrpysansuomy nanepi He noBUHHO OyTH | Bignosimae
YNAKOBRH HATLOKIB 3 SKOAHOT 3 Ty0. Akwo  nateoku

CHOCTEPITAIOTEEeA bk 3 oamiei TyOH, |

N R 4l g, 2204, . Uposdnalt, 2 dhinnznguas, 219, W ${374 227) 2-17-03, 2-17-40, Josgu’ +(374 222 21024, pp.* +(374 91) 41-61-08, b, hon’ menagemmsGapimed.em
PocrryGrna. Apmatmn, Korakin snps, 2204, ¢ AGoKme, 20 WED., AN 19, TR H(374 222) 21700, AT-40, hanct +{3T4 223} 21024, car.z +{374 81} 41-61-08, . txmerm: msragurat Guplmad.em
fildg. 18, mar. 2%, Atavyen, 2204, Kotaykd Marz, Republic of Armenie, tel.: (374 232} 217403, 21740, tax: (374 222) 2-19-24, modblis.: 3 ) i

il d v y 74 91) 41-61-08, w-mall: managementGmplmad.am




urohutn ARPIMED APITUMEQ

Ref. Ty 03 02

BUIpOOyBaHH NPOBOAATL A0/aTKOBO e 3 20
Ty6amu. SKIO MATLOKY CNOCTEePiraloThes Ok
HiX 3 oaHiel TyOH, pesynbrary BurtpoOyBaHHs
BBAKAIOTH HE3a10BINTEHUMMH, Pesynwratu
BUNPOCYBAHHA BBAOKAIOTH 3aJ0BILHUMM, SKIIO
HE CrocTepiraeTses narbokis 3 nepmwux 10 1y0
a0 criocrepiraiycs nNaTbokd TUlbKY AN OAHIET

3 30 1y6.
CrepuiibHiCTh [penapar mae 6yTu cTepmlenM CrepusibHUHA
Kinbkiche 10.3-11.4  wmr/r  terpaumnkniny  rigpoxsopuiy | 11.1 mr/r (102.2%)
BH3IHAYCHHA (95.0-105.0% Bin 3828J1€HOT KLILKOCTI)
Cnopianeni Enirerpaunkniv - ve Ginwbi vix 3.0%. 2.0% ;
PECHOBUHU 4-Eydanrigporerpaurkiin - e 6inbur vix 3.0%. | He snuasnexo
Anriaporerpaunkiin - ne Oiblu vix 0.5%. 0.17%
Bynb-ska neinentudikosana aoMimka - He
Ginbu Hik 0.1%. He suasneHo
Cyma nomimok - ve Ginbu Hixk 5.0%. 2.2%

BUCHOBOK: Bianosinac sumoram MK JI3 xo peecrpauifiHoro nocsiguenns N
UA/17541/01/01 31 3sminowo sin Hakaszy No 171 sig 03.02.2021 p.

KOMEHTAPI: 36epirarn npu Temneparypi ue suwe 25°C, 30epirati B HEAOCTYITHOMY s
AlteR micul

Liuv s saceiouyio, wo 6razana euiye Inopmayis ¢ oocmogiproo i mounow. La cepia
HPOOYRYET §yaa UPOOAEHA (GRTIOUCIONU YRAKOGKY/ MAPKYEAHHA) | NDOBEOCHO KORMPON® i Axocmi

WU GUILEBKABCHIT Olranyl 6  noeniti  sionogionoemi  eumocam. GMP,  ecmanosnenum
PESYAAMOPHUM Opeanom YRpaiuu, a makoxe 6ionogiono oo cneyugbikayit, axi micmamocs 6
pecempayitinomy 0ocee. Ilpomoxoiu eupodbruymea, ynakoeku md ananisie bynu nepeznanymi i
gemanoeneno gionosionicme GMP.

I'puropsn Anxena denikcisna

YoBHOBAKEHA 0¢004 7
Kasapsan Ani Bavaranisna
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