
AEP}KIIKCJIY}KBA
ABP}I{ABHA CJrylnBA 3 JTTKAPCbKI{X 3ACOETB

TA KOHTPOIIO 3A HAPKOTI{KAMI4
Y MI4KOJIAIBCbKIfr OEJIACTI

Byn. florpanrrrrHa, 221 7 A, rra. Muxo:raiu, 5 4020, ren/tf arc: 47 -5 6-06
e-mail: speclik@mksat.net Koa e[P|IOy 3703 1610

Ha l\b

Kepinunrcau cy6' errin rocno4aproBaHHs,
qrci saiiMarorbcq peaniraqiero (ropriuero)
:6epiraHHq[r i racrocyBanuflM lirapcrrcux
saco6in n Murco"rai'scrrifi o6nacri

[epNanHa cny)K6a 3 niKapcbKnx 3aco6ie ra KoHrponrc 3a HapKoruKaMr.r y
Mrzxo,raiscbKifi o6nacri Haaae iHQopvraqiro r{oAo BcraHoBJreHHr [epxannoro
cnyx6olo Vxpaiuu 3 niKapcbKl4x 3aco6ie ra KoHrponrc 3a HapKorlrKaMH (Aatti -

{epNnircnyN6a) rroHoBJreHH{ o6iry lixapcrxux 3aco6iB.
I. BiauosiAno Ao lloroNeuHff npo [epNanny cnyx6y VrpaiHn 3 niKapcbKr4x

:aco6in, 3arBepAxeHoro Yrasorra llpe:rE4eura Yxpainu eil 08.04.2011 JVs 440,
nyHKriB 3.3.1, 5.2.flopx4xy BcraHoBJIeHH{ 3a6opoHu (rulrvaconoi sa6opoHr4) ra
IIoHoBJIeHHT o6iry nirapcrxux saco6is Ha repuropii Vxpaiuu, 3arBepAxeHoro
HaKa3oM Miuicrepcrna oxopoHl4 3AopoB'r Vrpainra nil 22.11.20II J.'lb 809 (si
:vririavrrz), 3apeecrpoBaHnM B Minicrepcrni rocruqii Yxpainu 30.01 .2012 3a
Ns126120439,

AO3B On fl€TbC fl, rr o H oBrr eH Hn o6iry lixapcrxoro :aco6y :
> @JIABAMEA@ PO3TII4H BIA KAilIJIIO, po3quH oparrbnr{fi' L5 ur/5

MJr rlo 100 nrn y Q;ranouax J\b 1 : ruipuoro Jro)nKoro, cepii 93016C, Br{po6Hr{rlrBa
"FEPJIIH-XEMI Af ", Hiruevvuua, Ha ni4crani rro3rrrr{BHprx pesy"urrarin
AoAarKoBoro Aocni,{NeHHq cepii 93016C sa3Ha.reHoro rirapcrxoro raco6y, 3a BciMa
IIoKa3Hr4KaMH NaeroAie KoHTponrc xxocri, npoBeAeHoro An "I-{eurpalrua
ra6oparopix : aua;risy rxocri rixapcmux saco6in i MeAz.rHoi npo4yrqii" /Jlucm
,(epcrcnirccnycrc6u l\fe 838-00 I. I /002.0/2-20 eid 04.02.2020/.

O6ir iurunx cepifi rixapcrxoro saco6y @IIABAMEA@ PO3r{l'IH BIA
KAIIIJIIO, po3rruH opatrcuuir, 15 rrtl5 MrI rlo 100 un y QnaroHax J\b I s uipuoro
JloxKoro nupo6nzqrna "EEPJIIH-XEMI Af ", HiueuvuHa, 3AEOPOHEHO
po3noprAxeHHnM lepNnirccnyx6u eia 06. 1 1 .2019 J\e 8269-0 01 J 1 002.0 1 17 -19 .

In$opvaqir IqoAo 3a6opoHn o6iry BrrrrleBKa3aHoro rixapcrxoro :aco6y
HaAaBanacb B rvcri [epNanuoi cnyN6n s rixapcbKr4x saco6is ra KoHTpoJrro 3a
HapKorr4K alr^H y Mur<onaTecrxifi o6r acri Ns 47 8 1 02-02 1 I 02- 19 si [, 07 .I 1 .20 19 .

[[. Bpaxoeyrovn rloHoBJreHr{r enponeficbKr{M AupeKroparoM s qKocri
nixapcrxux saco6in (a-i - EDQM) aii ceprz$irary niAnosiAHocri CEP 2010-072
(ainc'a eepcix 

;.ff*-$*1ffiJih:ijfi|-.ffi;9J3;*." 
01) Ha nirap*run zacr6

Ne67-01 /2/0 21 05.'l 5-20 eia 04.02.2020
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BAJICAPTAH, iloporxoK (cy6crauqir) y naKerax loliernleHoBl{x lntl

SapruaqenruqHoro 3acrocyBaHHq, Bupo6slrqrna "Xefigsn Xyaxaff @apuacuorixan

Ko., JI1A" ("Zhejiang Huahai Pharmaceutical Co., Ltd"), Kvnaft, Ha niAcrasi

rro3urr4BHr4x pe3ynrrarin KoHrponrc nuicry Aouiuror NDMA, NDEA y cepilx

C5523-I8-412, C5523-18-410, C5523-18-41 I 3a3Har{eHoro Br4qe rirapcmoro

raco6y siAnosiAHo Ao Mero.qr4K BI,I3Har{eHnx pienx Me)K AoMiuror NDMA i NDEA,

HarBHr4x rra oQiqifiHoMy cafirt EDQM, BpaxoByIorIH JIrIcr 3aqBHI4Ka TOB "@apua

Crapr", YrpaiHa, ei4 09.01.2020 J\lb 0211, nytmrin 3.3.I., 5.2. llopx4rcy

BcraHOBJreHHf :a6oponra (rurrn.raconoi :a6oporrn) Ta TIoHoBJIeHH-a o6iry lixapcrxux

saco6is Ha repr4Topii Vxpaiuu, 3arBep.qx{eHoro HaKa3oM MiuicrepcrBa oxopoHn

3AopoB'f, Yrpainu sit22.II.2011 J\b 809, 3apeecrpoBaHl{M n Minicrepcrni rocruuii

Yrpainu 30.01 .2012 ga J\ie 126120439,

AO3B OJI fl€Tbcfl, rI o H o BrIe H nn o6iry lixap crxoro :aco6y :
> BAJICAPTAH, ropouroK (cy6craHrliq) y rraKerax norieru.neHoBlrx AJrtI

SaprvraqeBTrrqHoro 3acrocyBaHHr, ncix cepifi, nnpo6HHIITBa ttXefisqH Xyaxaii

@apuacsrcrina.n Ko., JIIA" ("Zhejiang Huahai Pharmaceutical Co., Ltd"),

Kuraii (peecrpaqifiHe nocnig.reuuR IJN7624l0ll0l) /Iucm,{epcrcnirccnytrc6u
Ns 836-00 1. I/002.0/ 1 7-20 eid 04.02.2020/.

Posuopx4)KeHHr [epNnircnyN6rn iVg 6217-I.l l4.0ll7-18 nil 13.07.2018 npo

3ABOPOHy peanieaqil ra 3acrocyBaHHx ecix cepifi nirapcrxoro :aco6y

BAnCAPTAH, noporxoK (cy6crarrqix) y naKerax uolieruleHoBl4x Ant

$apuaqenrr4rtroro 3acrocyBaHHq, Bl4po6uuqrna "Xefigqu Xyaxafi @apuacrtorixa,r

Ko., JIr4" ("Zhejiang Huahai Pharmaceutical Co., Ltd"), KHrafi, ei4rluraerbct.
Iu$opuaqix uloAo sa6opouu o6iry BI4IrIeBKa3aHoro lirapcrxoro aaco6y

Ha[aBanacb B nucri [epxanuoi cnyN6u s riKapcbKux saco6ie ra KoHrpoJlro 3a

HapKorrrK avrv y Mnroraiecrrifi o6nacri J\|l 280/02 -021 67 -f8 eia 1 3.07. I 8.

yBAfAt 3 nrcxcmo.u poznopnducent ma nucmia /lepwaenoi cnyucfu Vxpaiuu s

nixapctxux sacodie ma KoHmpoJtn sa HspKomuKuMu Btt Moilceme osuailoraumuco Ho

o(ti4iilnony cailmi fepucnixcnyrc1u htltt://wunu.dls.gov.ttu a posdini <PosnopnhrceHIrn

,\epxcnixcnyuc6u>,

B.o. uaqaJrbHlrKa cnyx6n Anrouina KOBAJIbr{r-Kl,i

TerqHa Ceproriua (0512) 47 56 07


