EPJKABHA CJIY/KBA 3 IKAPCBKHX 3ACOBIB
TA KOHTPOJTIO 3A HAPKOTHKAMM y m. KM€BI

ys1. bepesnskiBceka, 29, Kuis, 02098, Tex. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
po AKICTH BBE3EHOro B YKpaiHy JIKapchKOro 3aco0y
27.07.2023 | | Ne 38300/23/26
@
METPOHIIA30JI JEHTA

(HAMEHYBaHHS JIKapChKOro 3aco0y 3riIHO 3 peECTpaLliiHIM MOCBiA4EHHSIM )
rean nuist sices, mo 20 r reao B Ty6i; mo 1 Tydi B KapTOHHIH mavui

(opma BHITYCKY, J03YBAHHS, BHJ{ NdKYBAHHI nikapchKoro 3acofy)
HoMep peecTpaniiHOro NoCcBi T9eHHA UA/14905/01/01 CTJJOK fiii peecTpaLifiHOTO MOCBiYeHH HEOOMEIKECHUH
Cepis nikapcbkoro 3aco0y Ne 21232 KiTbKiCTh BBE3EHOTO JiKapChKOro 3aco0y 9044

BupoGHUK TOB "Apnimen', PecnjLGﬁiKa BipmeHis

(HalMeHyBaHHS Bupobﬂmca nikapceKoro 3acody, KpaiHa TIOXO0IKEHHA)

BBe3eHO B Y KpaiHy TosBapucTBO 3 061\1&;1{311410 BiIIOBIAAJbHICTIO "TJEJAEKC", inenr.
xox: 39931980

(HaliMeHyBaHHS Ta KOJ 34 € IPTIOY 1opuaudHOi 0co0H a0 Mpi3BHILE, IM'4, TI0 6aTEKOBI
diznaHOl 0cO6H - MiANPHEMIS] 11 MiCIIe IPOKMBAHHS T2 PEECTPALUXHNA HOMED obnikoBOi
KapTK{ NNaTHAKA TIONATKIB aGo cepis Ta HOMEP MacnopTa)

TTpoTOKOJI Bi3yaJbHOI0 KOHTPOIIO Bil 28.06.2023 Ne 1791/6.

b

JlabopaTopHHif aHANI3 SKOCTI TiKapChKOro 3acoly 3AIACHEHUM:

JI1 "IlenTpansHa 1adoparopisd 3 aHATI3y SKOCTI JIKapChKUX 3ac06iB i MEIMYHOI MPOYKII"
(m.Kwuis, Byn1. Kynpsscbka 10r m.KuiB, Byn. KyapsBchbka 8B KuiBchka 061acTh, ¢. HOBI
[letpismi, By IBaHa @patka, 19) |

I
(HaliMeHyBaHHS Ta MICLIC3HAXO/DKCHHA ﬂaﬁnpamﬂ)i'i, 10 TIpoBeNa JabopaToOpHUA aHalTi3 AKOCTI)

BHCHOBOK MO0 SKOCTI JIIKapChKOro 3aco0y, BUAAHUU H&GOLHTOpiEH) giz 27.07.2023 Ne 1238

PeaybTaTy Ta60paTOPHOrO aHaNi3y AKOCTI JIKapChKOTO 3&&:{:6}/ 3a IepeBipeHrMH MOKa3HUKaMH BiANOBI/IAI0TH

BMOTaM METOIIB KOHTPOIIO SKOCTi (aHaTiTHIHO-HOPMATHB 01 JOKYMEHTaILlI).

|
3a pe3yJabTaTaMH JICPKaBHOTO KOHTPOJIO BCTB.HOBIIE:IL[D, mo| JKapChbKHK 3aci0 BBE3¢HO B YKpaiHy 3

AOTPHMAHHSAM BAMOT 3aKOHONABCTBA moo 3abe3meMeH st AKOCTL MKapChKAX 3aco0iB.

Muxona XOJIOAEHKO

(imimiamu Ta rrpiaﬂmﬁf_:,) %

HauyannHHUK

(mocanosa ocoba opraty JAEpKaBHOTO KOHTPOMIIO)

M.IL
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Ref, « ?‘:’é}; ‘Qné 201

CEPTUDIKAT SIKOCTI
QC 82-01
HA3BA Merponinason nexra
JUKAPCBKA ®OPMA l'enb ans scen
CHJIA Al / AKTUBHICTH | T rearo pas SceH MIicCTUTh: METPOHIZa30/1 GeH30aT eKBiBaJIETHO

MeTpoHizasony 10 mr, 20% posumy XJIOPreKCUAMHY  [ITIOKOHATY
CKBIBAEHTHO XJIOPreKCHUIUHY roKonaty 0,5 Mr

PO3MIP I TUIT YITAKOBKU [lo 20 r remo ans scen y ty6i. Fo | TyO0i y KapToHuiii mauui 3
MAPKYBAHHAM YKPATHChKOIO MOBOIO

CEPISI Ne 21232
AATA BUPOBHUIITBA 31.05.2023
NPHAATHMH 10O 05,2026

AHAJII3 BUKOHAHO 3TTIHO3 MK JI3 110 peecrpauiiinoro noceiguenrs Ne UA/14905/01/01

PO3MIP CEPIJ 15000 ynakosok

HA3BA, AIPECA I HOMEPH Bupobieno, sxnouaroun YNAKOBKY/MapKyBaHH Td KOHTPOIb AKOCTI
JIMIEH3INA BCIX YHACHHUKIB TOB «Apnimen» 3a anpecord: PecryGnika Bipmenis, Koraiikcsia

BHPOBHHUIITBA TA 00w, M. AGoBsH, 2-i1 MKD., Oyanmok 19

KOHTPOJIIO AIKOCTI Ten.: 374 (222) 21703, 21740:
niteHsix Ha BupoSauyreo K-XX-000651

3BEPII'AHHSI 30epiraTi B opuriHansHili ynakosui s HEAOCTYNHOMY U1 iTell mici
pH TeMueparypi He puie 25 °C

CEPTH®IKAT GMP 003/2021/GMP

HOMEP PEECTPALIIIHOTO Ne UA/14905/01/01
[NOCBITYEHHS B YKPATHI -

TEPMIH Jri
PEECTPALUMHOIO
IMOCBITUYEHHS HA BCHA
TEPHTOPH YKPATHH

% e A e B BTN T
Faspuaruld Swbpwngnam e, Sl tapeg, 2204, g Upnnsls, 2-poy dignngppsal, 2,18, hbn.* +(374 222) 21703, 21748, gy’ #(374 222) 2-15-24, ppe.” +{IT4 1) 416505, b s’ management{§ apimed.am
Pecnylnmng Apweins, Korsig Kaps, 2204, vAbBoumy, T-of MEp., BoM 1%, e +{I74 22 21703, 29740, hac: #3714 222} 21924, pov.s H{374 91) 41-8905, an. howra managemnarit @ srplmed.am
Bidg. 18, mer 2% Abovysn, 2204, Ketaykl Marz, Republe of Armania, el {374 202} 2705, 21740, tax {374 222} 21024, maoblie: #2374 41} 41-8105, e-mail: mansgerant S ampimed am

/gfﬂzﬁf’ O55F €15 3/07 2022
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HAMMEHYBAHHS ~ BAMOI'H HOPMAT,‘rBH_T ' PE3VJIbTAT
[TOKAZHHKA ﬂ;OKYMEHTA H AHAJI3Y

Onuc T Ipinuit abo mailbke OuR rems | 3 xapamepﬂﬂm 7 Bignosinae

- 3aM1axoM MEHTOJY. | i -
Mmmaﬂbﬂc S " {Ie;}e,r_mﬁ THAYCHHE HE MCHINE HOY{’[%HMBHGH} {20 0 2001
HATIOBHEHES ), A KokHOT TYOH — HE MEHIIE 90% Bin 5
| ‘nominansHoro (18.0 1) | | :
IxenTudikauin - | |
MeTpoHiason %Hin yac Tecry «KimekicHe BH3HAYCHHA»  HAC Bignosizgae
GeH30ar YTPUMYBaHH OCHOBHOTO miky Ha Xpomarorpami

BUNPOGYBAHOTO DPO3UMHY MA€ giAnoBiZaTH uaACy
YTpMMYBAHHS  [KY meTpoHinazory OeH3oaTy Ha

_____ __ XpOMATOrpaMi CTaHAapTHOTO POSHHHY . |
XHOpreKCHAnH Min uac Ttecry «KinskicHe BU3HAYEHHA» 4ac Bignoeijae
{IFOKOHAT : " vt 3 ;

FO YTPUMYBAHHSI OCHOBHOIO niky Ha XpoMatorpami

aurpo0yBaHOrC pO3HHMHY Mat BiONIOBINATH  Hacy
YTPUMYBaHHA 1KY XJIOPreKCHANY TJIIOKOHATY Ha

XpoMaTorpami CTAHAAPTHOIO PO3YHIY.

pH Bin4.0 3060 | 4,58

Mikpobionoriuna BaranbHe  HHCIO  2epolHHMX MiKpOUpi‘aHi‘SMiB

—_— (TAMC) — He Ginblue 10 w{)z[ 3arajbHe YMCI0 <50 KYO/r
ApbiguKoBUX Ta upinesux rpubiB (TYMC) — HE 5
Gimpme 10 KYO/r; | <10 KYO/1
S{aph}fle:}ce:wczw ‘am'ewi Ta Pseudamonas acruginosa BizcyTHiCTS /1
noBUHHL 6VTH BIACYTHIB 1 T, |

Kiasxicne 95.0-105.0% 9.75 mr/r (87.5%) |

BH3HAYECHHH BumicT MeTpomizazony Oemsoaty 152 — 16.8 wmr/r METPOHIAA3O0NY, IO |

: . : . | pigrosigae 15.60 Mr/T|

METPOHINA30.1Y (sipnosigae 9.5 — 10.5 ME/T Merpc;m;zazoﬂy) (97.5%) |

bensoary Ta ' METPOHINA30TY

COOPIIHEHHX Hensoary.

pomimok A, B, C Tlominrka A — menie 0. 59 f A 0.015 %
Tomiinxa B — menuie 0. 78 S 0.015%
Jomimxka C - meruse 0. 3 | \ 0.015%

| Byne-ska Eiéﬁiﬁﬁ*ﬂTH(ﬁt}il\ = viga® | v 0.2%, 0. 035%, |

“ 0.5% A AL 0.12%"

3 Cyma goMiok — Metuie N or ' 0.4%

KisbKicHe BH3HAYCHHS Q-loi n‘*"‘

X IOpPreKCHIHH t} 475-0.525 mr/r (95.0% 1o 1050007 * r 0.519mr/r (?.-33--3%) 1

I'MIOKOHAT | :

| I it

g r*:mha 3.42-28, ppg.” 4374 91) 41-61-05, t Snun’ mawMWmn ot

L

Seapuunwif Hratihendadraprnls, e dng, 2504, pilpadnals, 200 dpigagpged, 218, hpw +43F4 2B 24T T 11‘34»
0, von: H374 222 9LE T AT80. gy +{374 222) z-!m oot +{374 Bi) 415105, an DoNTR: managernent 8 srplroad.am

Foonyfmes Aohepims, Eorsbma weups, 2204, rASonEs, 200 NP, ADS
2%y 31703, 21740, fax: diﬂi 3232} 2-1#-14, moblie.: #5374 81} 41-61498, s-mall: rnnagement @ arpinisd am

§ilgg. 33, won ¥, Abowyen, 2204, Kobayki Marz, Republic of Ermenia, o «{574



Urorusn ___ ARPIMED _ APUMEL

Ref. « @}} " cé 2027

Ao naan s s

HAominmka He 6insm vix 500 mxr/r 1.1 Mxr/r
4-xsopaninin

T R = ET e R T e e

BHCHOBOK: Binnosinae sumoram MK JI3 no peecrpauiiinoro nocsizuenna Ne UA/14905/01/01

KOMEHTAPI: 36epiratu B opuriHaibHill ynakosui y HeROCTYIHOMY A8 AiTel micui NPH TEMNEPATYPI HE BHIIE
25°C

L{um 5 3aceiouyio, 1o sumesaznaueny inghopmentis ¢ docmosipnor ma mounoio. Lix cepis npooykyit Oyaa eupobiaena
(BRAIOMGIONYU  YRAKOBKY/MAPKYGUHKS) MA RPOGEOEHO KOHMPpORb 1L AKOCMI HQ SUe3asHadeniil Qianyi y nosHil
sionosionocmi  sumocam GMP, ecmanosaenum PeCYIAMOPHUM  Op2anoM YXpainu, d makode GIOnosiono 00
creyupikayil, Axi micmamecs y pecempayitinomy docee. [Ipomokoau eupobuuymesa, ynaxoexa ma ananisu Oyau
nepeznanymi 1 ecmanosaeno gionosionicme GMP. |

YnosuoBaena ocoba
Kasapsn Ani Basaraunisng

dara nianncanns

72.08. 212

i i T S P A i e
St bt g, Rnesusph Gipg, 2204, phlpachusl, 2-pa dtgmgnguds, 2,19, Bbo, T4 227} 29703, 31740, Pugy’ +{I74 222) 2-19-24, ppg.” +1374 91} 41-84-08, tr himsa’ manzgemeniagpined. am
Pecriybaurs Apusims, Kovahks meps, 2204, FAGoss, 2-08 sp., nos 19, teas {374 R2%} TS, 2AT40, Qanc: +{5374 232) 21824, oon. 374 21} 415106, an. nowre: menagemientd srpkned s
gidg. 13, men ¥, Abovysn, 2204, Kolayki 8oz, Republic of Armenis, tel.: 374 227) 1703, 21740, fax: =(3T4 222) 2-19-34, mobils.: (374 81} 43-81-05, s-mall: mansgemenid srpimad.am




