NEPIKABHA CJIYIKEA 3 JIKAPCHKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

npos. Haaii Caitnuusof, 3, 02099, Ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APTIOY 37079055

BHCHOBOK
Npo SKicTh BBE3EHOro B Y KpaiHy JikapchKoro 3acoly

27.12.2023 Ne 67617/23/26

TETPAIIH KMs
(nalimenysauuy nixapchkoro 3aco6y 3rUIHO 3 PEECTPAUIHHUM NOCBLTYCHHIM)
mask ouna, 1%; no 10 r y Tybax; no 1 Ty0i p kapToHHik nauni

* (opma sunycKy, J03YBaHHS, B NEKYBAHHR AIKAPCHKOrO 3ac0By)

Howmep peectpauitisoro nocsimuenns UA/17541/01/01 crpox zif peecrpauiiinoro nocsinuenns 12.08.2024

Cepis nixapcskoro 3acofy Ne 322307 KinbkicTs BBe3eHOro nikapcskoro sacoby 13422
Bupobuuk TOB "Apnimen", Pecniy6nixa Bipmenis
(uatiMenyBanHs BUPOGHHKA TIKAPCHKOTO 3aC00y, KPATHA IIOXOKEHHSK)
Bseseno B Ykpainy TosapucTBo 3 obmexenom siznosinansnicrio "IJIEAEKCY, igenr.
xon: 39931980

(nafmMeHyBaKHE T4 KOX 38 E€JIPTIOY opranynol acobu nﬁn-npi:;ai!me, im;fa, rio Sarokoni
disnunol ocobu - niAnpueMus, it MicUe NPOXHBAHKA Ta peecTpauilinmit Homep obikoso!
KapTKH NNaTHUKE noaaTkis abo cepid Ta HOMEP NacnopTa)

Mporoxo sisyansHoro kontpomo sia 14.12.2023 N 3980/1.
Jlaboparophuit ananis sxocTi iKapceKoro 3acoBy nicHenn:

III1 "LieaTpanssa nabopartopid 3 aHanizy sSKOCTI JIIKapceKUX 3ac00iB i MeudHOT NPOAYKLii"
(m.Kuis, Byn. Kyapascexa 10r M.Kuis, Bys1. Kyapasceka 8B Kuisceka obyacts, ¢. Hosi
ITerpieni, Byx. Isana Opauka, 19)

(naliMenyBaHH® T& MiCHEIHAXO/DKCHHS naﬁopa'rgpi'i', o r;pnmn naﬁnpa'mpn-;ﬁ- aHA3 9KOCTi)

BUCHOBOK LIOXO AKOCTI JIikapcekoro 3acoby, sunanuit naboparopicio il 27 12.2023 Ne 2416
PesynstaTy nafopaTopHoro ananisy sxocti nixapcekoro 3acoby 3a nepeBipeHMH NOKAIHNKaMH BignmoBiaTL
HHMOT'SM METOXIB KOHTPOMO AKOCTI (AHANITUMHO-HOPMATHBHOT NOKYMEHTAIT).

3a pe3ynbTATAMH [CPKABHOTO KOHTPOAKD BCTEHOBICHO, INO nikapcekuit 3acié BBe3eHo B Vkpainy 3
JXOTPHMAHHSAVL_AMMAL 3aKOHOAABCTEA W00 380e3neUeHHS AKOCTi JjNApCHKUX 38C061B.
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urohuth

ARPIMED

APTMTUMEL

Ref. 2N il 20 2.3
CEPTU®IKAT AKOCTI
QC 82-01
HA3BA TETPALIMKIIIH
JIKAPCBKA ®OPMA Ma3sb ouHa
CUUJIA 1T / AKTUBHICTE | 1 ma3i micrars 10,82 Mr TeTpanukiIiHy TiAPOXIOPHILY

PO3MIP 1 THUIl YITAKOBKH

(exBiBaNEHTHO 10 MI TeTpaUMKIiHY)

[To 10 r masi ouHot B 1y61,
[fo | Tybi pasom 3
3aCTOCYBAHHA B KaprouHiit maumi 3
YKPaAHCHKOKO MOBOKO

THCTPYKUIED I MEIUYHOIC
MapKyBAHHAM

CEPIA Ne 322307
JATA BUPOBHHIITBA 23.10.2023
NPUIATHUN 1O 10.2026
MKSl JI3 a0 peecrpauiiisoro  mocsiguenHs  No
AHAJII3 BUKOHAHO 3I'l/IHO 3 UA/17541/01/01 3i sminowo pig Hakasy Ne 171 sia

03.02.2021 p.

PO3MIP CEPII 15000 yrnakoBox
BupofsieHo,  BKIOYaMH  YINAKOBKY/MApKyBaHHs T4
HA3BA, AJIPECA I HOMEPH kontpouns skocTi TOB «Apnimen» 3a agpecoro: Pecriybrika

JII{EH3IN BCIX YYACHHUKIB
BUPOBHUIITBA TA KOHTPOJIIO
SIKOCTI

3BEPII'AHHS

HEeAO0CTYNHOMY [UTA JITeH MicLl
CEPTH®IKAT GMP 003/2021/GMP
HOMEP PEECTPAIIIMHOI'O ; f
[IOCBUIMEHHS B YKPATHI NellAJ 54101201

TEPMIH AlI PE(?’CTPALUHHOFO
NOCBIAYEHHS HA BCIA
TEPUTOPII YKPATHH

Bipmenis, Koralikceka o0, M. ADOBAH, 2~/ MKP.. Oy AHHOK
19
Tes.: 374 (2’}2) 217{}3 21740;

36epiratd apH iﬁ‘Ml‘IE’:pﬁT}’pl HE

Jo 12.08.2024

il Yukpesgbusngends, Ynvugph dupg, 2204, ptipoduet, 2-pg Epazngeds, 2,189, blia," ${(374 222 24703, 2AT-40, $uspe’ +(374 227) 219-24, pey.' H{4T4 §1) 41-81-05, by, o’ munagementGapined am
BocriySiika Apweio, Korelsor seps, 2208, rAlcaan, 208 MEp., Bowm 18, T +£374 222) 21703, 24740, dhawc: +{374 228} 24004, cor. +{374 §1) 41-8105, an. nouTR: management@wpimed.am
Bidg. 19, mon 2%, Abovyen, 2204, Koteyki Merz, Republio of Armanls, el «{374& 222} 2-17-03, 1740, fax: +{374 222) 21924, moblls: {374 91) A1-81-05, sronil: mansgement darpimed.am
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urorUGY _ ARPIMED APTIMMEA

Ref. « "?‘! » -ﬁ";"’ 29423

HAHUMEHYBAHHSA BUMOI'M HOPMATHBHOI PESYIIETAT AHAJIIZY
IMOKA3ZHUKA JOKYMEHTAUII |
Onuc Masb O HOpLIHOT KOHCUCTEHLLIT
KOBTYBATOIO abo KOBTOI'0 KOJILODY.
Maca Bmicty Cepenust Bara pmicty 10 1y6 sHe menme | 10.04
YIAKOBKH zagBiaenol (10.0 r). i Bara BMICTY KOXKHOI
okpemol Ty6u ne menwe 90% (9.0 r) Bin
3asiBACHOL. Ao pe3yaLtraTi HE
! BIANOBIAAI0TH BHMOTAM, BH3HAYWTH BMICT
aas goaparkosux 20 tyo0.
Cepeanitt  pmict 30 1y0d He MeHwe
sagrienoro (10.0 r) i ve Binpine oaniel 3 30
1y0 mMeniue 90% gia saasaeyoro (9.0 ). \
InenTudikauis Uac yrpuMyBsaHHs TniKy Terpailukiainy | Bianosinae
TiApOXJIOPHAY Ha XpoMarorpami :
BUITpOOYBAHOrO PO3UHHY Mac BiANOBIAATH
qacy YTPUMYBAHHS MKy TEeTpauukiiHy
riApOXAOPHAY Ha XpOMaTOrpami
CTAHZAPTHOTO DO3IMHHY NPH KiJIbKICHOMY
BU3HAYCHHI. -
pH Bixg 3.0 5o 7.0 3,64 ,
Posmip yacTHHOK Iins xoxkHOro 3paska, wo Micrurs 10 mxr | Bignosinae
JIKApCHKOY TBEP/IOl Hiouoi pedoBHHH, Mac OyTH HE "
pEHOBHHH Ginpme 20 YaCTHHOK 3 MAKCHMAIbHHM
pO3MipoM HOHaA 25 MKM, 1 3 HUX He OlibuIe
: 2 YacTHHOK 3 MAKCHMalbHMM pO3MIpOM
' oHaa 50 MKM, HE JIOTYCKAEThCs HasBHOCTI
: YaCTHHOK 3 MAakCHMAIbHUM  PO3MipOM
nionaz 90 MkM. e
! Meragesi yaeTHHKE | Ma3p OuHa BIANOBIZaE BUMOraMm, SKIHNO Bigqggiﬁﬁéi—.ﬁ".';.,:'--'
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3arajgbHe YHCIO TAKHX YacTWHOK y BCiX 10| 7% ‘aetiiny
L tyBax He nepesuinye 50, i Sk He OLhIn S d
gk B 1 Ty6i MicTutbes Olbine 8 YACTHHOK
3a3HAYSHOI0 po3Mipy. JKUIO JaHa BHMOTa o ol
HE BHKOHYETHCHL, ROCTIIKEHHS | |\ 272\

HOBTOPIOIOT, Ha 20 AoaaTkoBux TyOax. | . o o>
Ouua Masb BIANOBIIAE BHMOraM, SAKIIO | o075, 74
3AralbHE  YHCAO METAJIEBHX  YACTHHOK, b :
6y Ab-AKUi pOsMip AKHX CTAHOBUTL S0 MKM ;
i Ginbure, we nepepuinye 150 B yeix 30
TyOax, i skmo He Oimbii HOK y 3 Tybax
MiCTUTBLCH Oinbiie 8 YacTHHOK 3a3Ha4CHOTO
PO3MIpY (y KOXHiH 3 TYO),
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Bidg. 18, men 2%, Abovysn, 2204, Kotaykd Marz, Republic of Armenis, et {374 232}



urohbutD ARPIMED APMAMEL

Re. - FEy___TT 20 Z3
epMeTHUHICTD Ha ¢inprpyBanpHOMY Mancpi HE NOBHHHO Bianosinace

YINAKOBKH 6yTH TNarbokis 3 KoaHOT 3 TyO. Ko
‘f NATHOKM CIOCTEPIraroThCs TiNBKU 3 OLHICT

TyOH, BUNpoOyBaHHs NPOBOAATD AOAATKOBO
me 3 20 Tybamu. AHxkio 0artbOKH
criocTepiraloThest Oinbi Hix 3 oaniel TyOH,
| pe3yabTaTH  BUIPOOYBAHHS — BBAXKAIOTH
HE3aMOBITEHUMH, Pe3yabTatu
BUNpPOOYBaHHS BBAKAIOTH 3aJ0BUILHHMH,
SKIIO HE CHOCTepiracThCs MATHOKIB 3
mepumux 10 1y6  abo cnocTepiranucs
naThOKH TUIbKH s oaHiel 3 30 Ty6.

CrepuiibHICTE ITpenapar mMac Oy Ty CTCPUIIBHHUM, CrepusibHUHA
| Kinbkicue 10.3-11.4 mr/r reTpaunkiiny rigpoxnopuny | 11.2 mr/r (103.7%)
BH3HAYCHHA (95.0-105.0% Bij 3asiBA€HOT KiZTbKOCTI)
Cropigneni EniteTpauukiin - e oiment HiX 3.0%. 2.65%
PEeYOBHHHU 4-Enianriaporerpaiukiin - He Glabm Hix
3.0%. 0.01%

Anrigporterpaunkii - He 6inbi Bik 0.5%. | 0.21%
bynp-sika HeineHTH(pIKOBAHA AOMILIKA - HE
Ginbu wHix 0.1%. 0.01%
Cyma JIoMilloK - He Olnpi Hik 5.0%. 2.9%
BUCHOBOK: Bimosigac sumorav MK JI3 po peectpamiiiHoro nocsiaueHHs No
UA/17541/01/01 3i sminoro Bin Haxasy Ne 171 Bin 03.02.2021 p.

KOMEHTAPI: 36epiratn npu temneparypi se puine 25 °C. 30epiratd B HEJAOCTYTTHOMY A
aiTel Micui

Llum 5 3ac6iduyio, wo erazana sue inopmayis € 00CMOBIPHOIO U MOUHOIO. Ll cepig npooykyii
ovra eupobaena (GrAIOHAIOYU VHAKOSKY/ MAPKY6anHs) | NpogedeHo KoHmpoib 1 aKocmi Ha
gugeerasaniii Oinanyi € noeuit eionogionocmi sumozan GMP, 6cmanosienus pecyiIimopHuM
opeanom Yrpaini, a makoi 6ionoeioHo 00 cneyugikayit, AKI MICMARIbCH LS ELC TR I HOMY
docve. TIpomoxonu 6upobHUYMEa, ynakosku ma anaiisie 6yau nepecy H): H e CHO

gionosionicme GMP.

3asinyioua JlaGoparopii Kontposso Axocri
Ipuropsin Anxena @eaikciBHa

YnosuopaxeHna ocoda v s ., () b
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