HAEPKABHA CJIYXBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoe. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs kyiv@dls.gov.ua, Kog €/IPIIOY 37079055

BHUCHOBOK
PO AKICTL BBE3€HOI0 B Y KpaiHy JiKapchbKOro 3acoty
06.10.2023 Ne 50467/23/26
TETPALIUKJIIH

(maiiMeHyBaHHA JiKapchKOTO 3ac00y 3TiZHO 3 PEECTPAIIAHIAM TOCBiTIEHHIM)
Ma3b 04Ha, 1%; mo 3 r y Ty6ax; no 1 Ty6i B kKapTOHHI navii

(dopma BHIIyCKy, JO3YBAHHS, BHI TAKYBAHHA JKAPCHKOI0 3ac06y)
Homep peecrpauiitnoro noceimgenns UA/17541/01/01 crpok mif peectpamiitroro noceimuerns 12.08.2024
Cepis nikapcekoro 3acofy Ne 322304 KinekicTe BBE3€HOTO NiKapcbkoro 3acoby 46240

Bupo6HuK TOB "Apnimen", Pecybmixa BipMmenis

(maliMeHyBaHHA BHPOOHMKA KApCEKOro 3acofy, KpaiHa MOXOKEHHS)

Beeseno B YkpaiHy ToBapHCTBO 3 00MeKEHOI0 Binnonihaubﬂicm "TJIEJEKC", inenT.
xox: 39931980

(HatimeHyganns Ta ko 3a €JIPTIOY ropumiasol ocobu abo npizeumie, iM's, o 6aTEKORI
Gisuunoi ocobu - mADpHEMI, il MicIe IPOKUBANHS TA peecTpalliiHwHA HoMep 061iKoBOT
KapTKH IJIaTHUKA NOJATKiB afo cepid Ta HoMep macmopra)

ITpotokos BisyainsHoro koutpoamo ein 15.09.2023 Ne 2820/3.
JlaboparopHuii aHai3 AKOCTi MKapChKOro 3acoby 3aiHCHEHMIT:

HII "TenTpanbaa nabopaTopis 3 aHai3y SIKOCTI TIKapcEKMX 3ac00iB 1 MEAMIHOT IpoIyKIii"
(m.KwuiB, Byn. Kyapsscbka 10r m.Kuis, Byn. Kynpsscska 8B Kuiscbka o6racts, c. Hosi
[letpiBui, Byn. IBana ®panka, 19)

(naltMeHyBaHHS Ta MicLe3HAXOMEHHS TabOPaTopii, 110 NPOReIa TaGOPATOPHHUE AHATI3 SKOCTI)

BucHOBOK IIos10 AKOCTI Tikapcekoro 3acoby, Bunanmii 1aboparopieto ix 05.10.2023 No 1821

PesynbraTi 1abopaTopHOTO aHaNi3y SKOCTI JIKapChKOro 3aco6y 3a MepeBipeHNMH ToKa3HUKaMH BiAMIOBIIAI0TH
BHMOTaM METOJIB KOHTPOJIO AKOCTI {@HAI THIHO-HOPMATHBHOT NMOKYMEHTAIIT).

3a pesysbTaTamMu [NEpXABHOTO KOHTDOIK) BCTAHOBNEHO, IO JKApChKME 3aci6 BBeseHo B VYkpaiHy 3
AOTPHMAHHAM BHMOI 3aKOHO/IaBCTBA LIOZO 3a0e3MedeHHs AKOCTI JiKapChKUX 3ac0O6iB.

Havaneruk ; 70015 ona XOJIOJIEHKO

(mocanmoea oco6a OpraHy IepaBHOTO KOHTPOIIO) _ it / HIMIATTA TIPI3BUITIE)
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urohrut ARPIMED APNUMEA
Ref. «fo» 28 2022
CEPTU®IKAT SIKOCTI
QC 82-01
HA3BA TETPALMKIIIH
JUKAPChKA ®OPMA Mask ouna
CWJIA J1i / AKTUBHICTD I r masi micture 10,82 mr rerpauskainy rizpoxnopuiy

PO3MIP 1 TUIT YIIAKOBKH

CEPIsA Ne
JATA BHPOBHHIITBA

NPHIATHHN O
AHAJI3 BUKOHAHO 3FIJ{HO 3
PO3MIP CEPIT

HA3BA, AIPECA 1 HOMEPH
JHLEH3IM BCIX YYACHHUKIB
BUPOBHHUIITBA TA KOHTPOIIO
AKOCTI =

3BEPITAHHSA

CEPTU®IKAT

HOMEP PEECT %;v. g

ITOCBILAMEHHS HA BCHA
TEPUTOPI] YKPATHH

Jo 12.08.2024

(exBiBanenTHO 10 Mr TeTpauUKiIiHy)

Flo 3 r masi ounoi & 1y6i.

Mo | T1yDi pazom 3 IHCTPYKUIEX /N8  MEAHYHOrO
3aCTOCYBAHHA B KAPTOHHIM nauwi 3 MapKyBaHHAM
YKPATHCBKOH MOBOKO

322304
14.06.2023

06.2026

MKS JI13 1o
UA/17541/01/01
03.02.2021 p.

peectpauiiivoro  nocsigueHns N
3i aminolo Bin Hakazy Ne 171 eig

50000 ynakobok

BupobiieHo,  BKIIOMANOUHM  YIAKOBKY/MAapKyBanwHa  Ta
koHTponk skocti TOB «Apnimeny 3a anpecoio: PecnyGnika
Bipmenis, Korafikcska o6, M. AGoss, 2-ii Mkp,, OYIHHOK
19

Tea.: 374 (222) 21703, 21740;

JlilieH3ig Ha BupobauLTBo K-XX-000651

YepiraTv npu Temneparypi He B
ENocTynHOMY s aite# Micni

2

@ t9,

T “02*9
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Fupunioild Tubpuubungnb, Yovph dupg, 2204, p Upmirel, 2-pa dignaguds, 219, Mo ¢(374 222) 2-17-03, 2-17-48, Pwgy’ +{374 222) 2-9D-24, pgs.” #(3T4 81} £1.61-05, ty. thnuwn’ mansgemeniffapied am
PocriySninka Aptesiin, Koveind meps, 2904, rASOusN, 200 Mip., foms 10, Ton: 374 228) 24700, 24740, desc: +{574 422} 21024, coms {374 81} 415105, an oovrm rmnagesient @ arpimed wm
Bidg. 13, mor. 2% Abovysn, 2204, Kolnyki Marz, Hepubille of Armentn, el +(374 222) 24703, 217440, fax: +(374 229) 2-18-24, mobile.: +{374 BT} 416105, erruail: managemant & arpimed.am
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APNMUMEL

urohutn

ARPIMED

Ref.

«M/_?;{)

e

24

2027

HAUMEHYBAHHSI
NMOKA3HHKA

BMMOTH HOPMATHUBHOI
JOKYMEHTALUI

PE3YJABLTAT
AHAJI3Y

Onuc

Mase OAHOPIHOT KOHCHCTEHUIT JKOBTYBATOTO
a00 JKOBTOrO KOJILOPY.

Bianosinae

Maca sMicTy
YNAKOBKH

Cepeans sara swmicty 10 1y0 ne meHile
sassaeHot (3.0 1), i Bara BMicTy KOXKHOT OKpeMOT
Ty6u He menme 90% (2.7 r) Bia 3agBaeHOI.
SIKINO Pe3yJibTaTH HE BULNOBIAAIOTE BMUMOTEM,
BU3HAUMTA BMiCT 108 goparkoBux 20 TyG.

Cepenniii Buict 30 Ty0 He MCHIIE 3afBJICHOTO

(3.0 r) i ne Giapine oaniei 3 30 TYO MeHLIE 90%
gin saasaenoro (2.71).

34T

Inenrudicanis

Ky

Yac YTPUMYBaHHHA Ky TETPALNKIInY
FiAPOXJIOPHAY H& XPOMATOrpami sunpoly BAHOrO
po3uMHy Mac BiAMOBIAATH “acy YTPHMYBAHHS
TETPaLUHKITIHY riApoOXAOpHIY Ha
XpoMaTorpaMi  CTaniapTHOrO  po3ydHy  HpH
KilbKicHOMY BHIHAYEHHL

Binnosinae

pH

Bix3.0 5070

373

Po3smip uacTHHOK
nikapeskoi
pesoBuHH

Jing KOWHOrO 3paska, Lo micture 10 wmEkr
teep/ol iUl PEUOBHHU. Mac Oyrn He Ginpiue

20 HaCTHHOK 3 MaKCHMallbHUM po3MipoM NOHA

25 mMrm, | 3 HMX He Oinpuie 2 4aCTHHOK 3
MaKcUMankHuM po3mipom noHai 50 MkM, He
AOIMYCKACTHCH HagBHOCT] YACTHHOK 3
MaKCHMATLHUM po3mipom nonan 90 Mxm,

Binnosigae

MeraneBi HACTHHKH

Mashs OuHA Bi/ITOBiAAE BAMOFAM, AKWIO 3arafTbHE
yMeno TakMx uacTHHok y scix 10 TyGax ne

‘nepesuuye 50. i akwo ne Ginbw HiXK B 1 1y0i

MicTHTECE Outbtie 8 4aCTHHOK  3a3HAUCHOTO
po3mipy. SIKILO naHa BMMOra HE BUKOHYETHCH.
nocaipKeHHs NOBTOPIOKTL Ha 20 104aTKOBHX
TyGax. Ouna Masb BiANOBiKac BEMOraM, AKLIO
sarafdbHe YHCIO METAIEBHX HaCTHHOK, Oyib-
axuil poIMip Axux cTaHoBMTh 50 MKM i Blnble,
ne nepesuiye 150 8 ycix 30 TyGax, i aKwo He
Ginply nix y 3 TyOax wmictuthes Oinbiue 3
GaCTHHOK 3azHaueHoro poaMipy (y kowuift 3
TY0).

Bianosigae
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epMeTHUHICTH
YNAKOBKH

Ha ¢inbTpysasbHOMY nanepi He NoBUHHO GyrH
patsokis 3 woadoi 3 TyG. SKIIO [ATHOKH
cnocTepiraloThes  TiAbKH 3 OaHiel TyOH,

Bignorinae

wuntsl Subpundanmpeis, Srwph dupn, 2204, pUpedab, 295 diipngrpols, 2,18, bt
Pecriylingn Apssis, Horaiion sEps, 2204, r.AGomR, 208 Mg,
idg. 18, men &7, Abovysn, 2204, Kolayll Mare, Repubiie of Armenia, tef:

! 378222 24105, T17-40, iy’ +(374 222 29024, pgp #3TA BT 418105, 1y D menzgemeac apined s
poss 18, Tens +(374 233) TATAR, 2740, e {374 222) 21824, core 574 81} 41-8108, an. nonTRd manag el @ ppimed e
S(aT4 22) 2-17-03, 8-1740, fax: 21074 232 2-19-24, mobiles +374 §1) 416105, small; menspementarpimed.om



urohutn ARPIMED wﬁmPﬂHMEﬂm

Ref. «%{ » £E 2045

BUNIPOGYBAHHA TIPOBOAATL JojaTkoRO we 3 20
TyGamu. SIKWO 1aTbOKH CNoCTEPiraloThes Oib
uik 3 onniel TyOu, pesynbTaT BUIIPOOYBaHHS
BBAXANITH HE3aJ0BiNLHHMH. PesynbratH
punpo0yBaHHs BRAXAIOTH 33]0BiBHUMMU, AKIIO
He crocTepiracTses narbokis 3 mepuux 10 Tyd
abo crocTepiranuca NarsoKa TiTbKK s oHiel

3 30 1v6.
CrepHaLHICTDL IIpernapat Mae OyTH CTEPUIIEHUM, Crepunwuuai
KinekicHe 10.3-11.4 wmr/r Terpaumkiiny riapoxnopuay | 11.2 mr/r (103.2%)
BH3HAYCHHSA (95.0-105.0% sia 3asBierol KiibKOCT)
Cnopianeni Eniterpauuninin - e Oinsin vix 3.0%. 2.1%
pedoBHHM 4-Enianriaporerpaumkiin - ve 6iibin Hine 3.0%. | 0.02%
Anrigporerpauskiid - He Oinbi Hik 0.5%. 0.2%
byae-sika HeimenTH(ikoBaHa JOMillka - HE
Sinpi Hin 0.1%. 0.054%
Cyma pomiuox - e 6iisw 1ix 5.0%,. 2.34%

BUCHOBOK: Bigmosinae sumoram MKS JI3 po peecrpauilisoro nocsiauenns No
UA/17541/01/01 3i 3misoro Bix Hakasy Ne 171 Bix 03.02.2021 p.

KOMEHTAPI: 36epiratu npu temneparypi se puiue 25°C. 306epiratu B HEIOCTYNHOMY A
nited micui

Hum s saceiduyio, wo exasana euwe inchopmayia ¢ docmosiproto # mounolo. La cepia
npodyxyii 6yaa eupobaena (8KIIONAIOYE YRAKOBKY/ MAPKYEARHA) | nposedero KOHmMpose i akocmi
Ha  eumeskazaniti Oinanyi 6 noeniil eionogionocmi eumozam GMP,  ecmanogrenus
PeYAAMOPHUM OPeaHOM VKpainy, a markoxc 6i0no6iono 0o cneyutpixayiii, Ak Micmamocs &
peecmpayitimomy docee. [Ipomoxonu eupobnuymea, YnaKoeku ma anaiisie dyau nepeaAnymi i
Gcmanogieno gionogionicmoe GMP.
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PecrryBnice Apishng, KoTehxe mape, 2204, rAbo
Bidg, 19, reer. 2% Abovyan, 2204, Keteykl Harz,
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