NYBJIUYHOE AKUHOHEPHOE OBINECTBO «HAYHHO-ITPOU3BOJACTBEHHbIiA
LIEHTP «BOPIIATOBCKUIt XUMHKO-®APMALUEBTUHECKH 3ABO/I»

P BXD3

Ykpanna, 03134, r. Kues, ya. Mupa, 17

Ten. (044) 406-03-10, 205-41-10, daxc: (044) 401-40-36 (npuemuas);
(044) 406-03-83, (044) 406-03-14 (Y nonHoMOuEHHOE NHLO)

CEPTUDOUNKAT CEPUH JJISI JEKAPCTBEHHOI'O CPEJICTBA
AKCOTH/IMH, pacTBOp AN HHbek i, 500 Mr/4 ma

Haumenosanune npoaykuun
JlekapcrBennas popma

Cuna
NeficTBUA/AKTHBHOCTD

Pa3Mep H THN ynaKOBKH
CrpaHa-upoH3BOANHTEIDb

Homep persncrpannonsoro
CBHETENBLCTBA
Homep cepusn

Pasmep cepun

Jlata npousBoacTsa

JlaTa OKOHYAHHA CPOKa
roAHOCTH

Hassauus, agpeca n
HOMepa JHUEH3HH BCeX
y4acTKOB MPOH3BOACTBA H
KOHTPOJIl KA4eCTBA
Ceprudukarsl GMP
Y4aCTKOB, YKa3aHHBIX B
n.10

PesyabTaThl aHANH30B

KomMmenTapuu

3asiBnenne o
ceprHdHKAUHH

DaMuAHA, TOANUCH H
JNOJIKHOCTD JIHUA,
BbilaBLUEr0 pajpelmienne
HA BbINYCK CepPHH

AKCOTHJIHH
PacrBop ans ubexuuit 500 Mr/4 ma

1 amnyna 4 wmn cogepxut: 500 Mr uutHkonuHa (B BuIE
UMTHKOIMHA HATPUA)

ITo 4 ma B aMnyne, S amnyn B kacceTe, N0 2 KacceTsbl B fa4ke

Yxpauna

UA/15289/01/01 (Ykpauna)

2521119
1072 yn.

19.11.2019
no 11.2021

Vkpauna, 03134, r. Kues, yia. Mupa, 17;
nuuensus AB NeS98003;
ceuneTenscTBo 06 aTTecTauny naGoparopuit OKK Ne96

Ne017/2019/GMP no 18.01.2022

TTpuBeneHs! B cepTHdHUKaTE KauecTsa

HacTosmuM noATBEpkAAL0, YTO BhlllleykaszaHHas WHGOpMauns ssiseTcs
JOCTOBepHON M TOuHOH. JTa cepua NPOAYKUMH Oblla NPOM3IBENEHE
(BkMOYaA ynakoBKY/MapKHUpOBKY) M NPOBENEH KOHTPOJL €€ KAYECTBA HE
BBILIEYKA3aHHOM Yy4acTKe B MOJIHOM COOTBETCTBHH ¢ TpefoBaHHAML:
GMP, ycTaHOBNEHHbLIMH MECTHbIM DErYAATOPHBLIM OPraHOM, a TakXke E
COOTBETCTBMM €O  chendduKauusMH, KOTOpble CoAepXaTci &
perucTpauHoHHoM  Rocke.  [IpoTOKOnBl  NPOHM3BOACTBA  Obuim
NPOCMOTpPEHbI ¥ YcTaHoBIeHO coorBeTcTane GMP

Pomaniok T.H.

Ynoanomouennoe suuo




i H:

NMyGniune P P Hay P uewmp
«5OPWATIBCHKAA XIMIKO-®APMALEBTAYHUA 3ABOA»
8193din Konmponio fixocmi

Csigourso npo atecrauio Ne MT-410/14 sip 03.12.14
suaaxe N "Yxpmerprecrcrannapr”
Caiaoureo npo atecrauio Ne 96 sig 20.01.12
8uaane [lepxasHoio cnywboi0 Ykpainu 3 nikapcbkux 3acobie

5

Ny6ausnoe ary «Hay Yenmp

D

BX(PD3

«EOPLYATOBCKUA XHMUK O-OAPMALIEBTUHECKMA 3ABOLS»

Omden Konmpona Kavecmea
CeunetentcTso o6 arrecrauw Ne MT-410/14 o1 03.12.14
suiaano MM “Ykpuerprecrcranaapr”
Cemnaerenscrso o6 zTrectaunn Ne 96 oy 20.01.12

BLIAAHO MOCYAaPCTBEHHON CRywBCA YKparHbt NO NEKAPCTBENHBIM CPEACTRAM

Vxpaina , 03134, m.Kuis, syn.Mupy, 17
Ten. 205-41-38, 402-76-36. dauc 401-40-38

Vpauna, 03134, .Kues, yn. Mupa, 17
Ten. 205-41-38, +02-76-36, daxc 401-40-36

CEPTU®IKAT AKOCTI

(MpoTokon koHTpONA)

AKCOTUIIH

(axcoTnnun)

po3uuH ans iW'exkuin, 500 Mr/4 mMn, no 4 mn 8 amnyni, no 5 aMnyn y kaceTi, 2 kaceTu 8 nauyi
(pacTsop ANA uKHbekyui, 500 Mr/4mn, no 4 mn B amnyne, No 5 aMnyn B KacceTe, 2 KacceTs! B Nayke)

Ne cepii (cepun)

2521119

PeecTpauifiHe nocBiQueHHA (perucTpaunonnoe cenaerenscrso) NeUA/15289/01/01

Tepwmin gii peecTpayin
BunpobysanHa nposeneHe 3rinHo
!MCﬂbITaHMﬂ nposefeHs! CornacHo M

noceigy

WCTBUSA DErncTpa HHOIQ CBUARTENLCTBA

MeToais xonTponio akocTi J13 Ne SFP-200-03
eTof08 koHTpons kavecTsa JIC Ne SFP-200-03)

KinekicTk B cepil (konuwiecTao B cepun)
Nara BMpo6GHUUTBA (3aTa NPON3BOACTBA)

1086 wr.

7.2021

19.11.2019

Moka3Hukn AxkocTi
(noka3arenu kauecTsa)

KpuTepii npuiHATHOCTI (KpuTepuu npueMnemMocTu)

Mpu BUNYCKY (NpU BbiNyCke)

PeaynnTtaTu (pesynnTatoi)

Onuc (onucanue)

Npo3opa 6e3bapera piawHa (NPo3pauHan GecUBETHAA XUAKOCTL)

Bignosigae (cooTsercreyeT)

lnenTudikauis (naeHTuUkaLus)

A. C®-meToq 3rigHo 3 TecToM (CO-meTOA COrnacHo Tecra)

Binnoginae (cooreeTrcTayeT)

B. Metoa PX 3arigno 3 Tectom (MeTog XXX cornacHo TecTa)

Binnosigae (cooteeTcTeyeT)

Mpo3opicTb (MPo3paduHoCTb)

Mpenapar Mae GyTu Npo30pHUM (Npenapar Aormker bl NPO3pasHbIM)

Blanoaigac (coorsetcrayer)

KonbopoBicTb (UBETHOCTL)

' n (npenapat gonxeH GbiTb 6ECUBETHDIM,

T Ma€ GyTmn Geal

1 1

Bianosinae (cooTeetcrayeT)

pH

Big (or) 6,5 no 6,8

8,83

06'cM, WO BUTATAETLCR

(0BbéM, KoTOpLINA BEITATUBAETCR)

He MeHWwe (He meHee) 4,0 Mn

Bignosinae (coorsetcteyet)

Cynposiaui pomiwku
(conyTcTeyrowme npumecu)
- domiwxa C

- domiwxa D

- Gydb-axa (Hwa domiuka
(mobas dpyeas npumecs)

- cyma domiwok (cymma npumecell)

He 6inbwe (He Gonee} 0,2% <0,05 %
He Ginbwe (He Gonee) 0,15% < 0,05 %
He Ginbwe (ve Gonee) 0,2 % < 0,05 %
He 6inbwe (He Gonee) 0,5 % < 0,05 %

BakrepiansHi @HAOTOKCHHM

(6akrepuantHbie 3HROTOKCUHDI)

He Ginbwe 43,75 MO Ha 1 Mn npenapary
(He Gonee 43,75 ME Ha 1 mn npenapata)

Bianosinae (coaTeeTcTRYET)

CTOpHMNbLHICTL (CTEPUNBHOCTL)

Mpenapar Mac BUTPUMYBaTH BUNPOGYBaHKA Ha CTEPUNLHICTL

(NpenapaT AONMKEH BbIAEPXMBATL UCTbITAHWE H3 CTEPUNBHOCTD)

Bianosinac (cooTteeTcrayeT)

MoxaHiuHi BRNHOYGHHA
(MEXaHWYECKNE BKIOUEHVA)

- 8UOUMI YacmKu (8uduMbie Yacmuubl)

MoBuHHI 6yTy NPaKTHYHO BIACYTHI (AOMKNLI NPAKTUHECKU OTCYTCTBOBATL)

Bianosinac {cooTsercrayer)

-He8UOUMI YacmKu (HeeudUMbIE Yacmuubl)

(C14H2N,O41P;)

8 1 MmN npenapary (npenapara)

2 10 MkM He Ginbwe (He Gonee) 6000 B 1 xoHTeHHepi (8 KOHTEAHEPE) 10

2 25 Mkm He 6inbwe (He Gonee) 600 B 1 xonTeMHHepi (B KOHTeWNEDE) 0
KinbkicHe BU3HAYeHHRA

(xonu4ecTeeHHOE onpeaenexue)

- yumuxoniny (uumukonuna) Bia (o1) 118,75 mr no 131,25 mr (125,0 Mr £ 5 %) 128,40 wr

Ynakoska (ynakoska)

MosunHen Bignosigats snmoram HO

(BOMXEH COOTBETCTBOBATL Tpebosarnam HL)

Binnosigac {cootaercreyer)

MapkysanHa (Mapkupoeka)

NMosuxen sianosinaru sumoram HA

(aonmxen cooTeeTcreoBaTh TpeGosanuam HI)

Binnoninae (CooTseTcrayer)

Tepmin NpuAATHOCTI (CPOK FOAHOCTH)

2 poku (ropa)

fo 11.2021

Bucuosok BKAl: Bignosinac

(3axniouenne OKK:  CooTseTcrsyeT

Hau. BKA (OKK) :

MNepnewko O.J1.

Bumoram Meroaie koHTponio akocTi J1I3 Ne SFP-200-03
-200-03)

" X‘% "

TpeGosannam Metonos koHTpons kauecTea fiIC

Yipaina, M. Kuis
MyBniure axuioHepHe

SR 20/5p.

«BODUIANBCLMA XiMixG-(I3PMAUBRTH M 33803»

B KOHTPOMO AKOCTI

g




P BXD3

NYBJIHYHOE AKIIMOHEPHOE OBUIECTBO «HAYYHO-IPOI3BOICTBEHHBI
HEHTP «BOPINATOBCKUI XUMHKO-®APMAUEBTHUYECKH i1 3ABO/I»

Yxpauna, 03134, r. Kuen, yn. Mupa, 17

Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (Y noaHoMoueHHOE JINIO)

o

10

11

12

13

14

CEPTUD®UKAT CEPUU JJISI JEKAPCTBEHHOI'O CPEACTBA
AKCOTHJIHH, PacTBOP UIst HHbeKkuui, 500 mr/4 ma

HanmenoBanue NpoyKuHu
Jlexapersennas ¢gopma

Cuna
HeHCTBHN/4AKTHBHOCTD

Pazmep u THII YIIAKOBKH
Crpana-npon3BoiuTelbL

Homep perncrpanuonioro
CBH/ICTENbCTBA
Howmep cepuu

Pasmep cepun

Jara npon3soacrtsa

Jara okonuanusi cpoxa
[OIHOCTH

Hassanus, anpeca n
HOMEPa JIHUEH3HH Beex
YHaCTKOB MPOH3BOCTBA H
KOHTPOJISI KAYCCTBA
Ceprudukarst GMP
Y4aCTKOB, YKA3aHHbBIX B
.10

Pe3yabTaThl aRAIN30B

KommenTtapun

3asiBjicune o
cepTHPHKAIIHH

Damusius, HOANHCH H
JIOJKHOCTD JIHIA,
BLUIABIICTO pa3pelienne
HA BHIIYCK CEPHH

AKCOTHJIHH
Pactsop s unbekunit S00 mr/4 mi

1 amnyna 4 wmu comepxur: 500 mr uurukonnHa (B BHJIC
LHTHKOHHA HATPHSA)

[To 4 M7 B aMIlyJsIe, 5 amMITys B KacceTe, 110 2 KacCeThl B MauKe

Yrpauna

UA/15289/01/01 (Ykpanna)

1020220
1072 yn.

11.02.2020
o0 02.2022

Vipanna, 03134, r. Kues, yn. Mupa, 17;
snuensus AB Ne§S98003;
caHeTebeTBO 00 arrectauuu sadoparopuii OKK Ne96

Ne017/2019/GMP no0 18.01.2022

IpuseacHs! B cepTrdukaTe KauecTsa

HacrosiunM noATBepikaalo, 4To Bhllicyka3aHHas nHopMalHs ABIseTcs
JIOCTOBEPHOH W TouyHOM. DTa cepus upoaykuux Obula Npou3seseHa
(BKIIIOUAS YNAKOBKY/MApKHPOBKY) B NPOBEICH KOHTPOb €¢ KAuecTsa na
BBILIEYKA3AHHOM YHacTKEC B ITOJHOM COOTBETCTBHM ¢ TpeboBanusmu
GMP, ycTaHOBJICHHBIME MCCTHBIM PETYJISTOPHBIM OPraHoM, a Takike B
COOTBETCTBUH €O cneuu(UKalMAMH, KOTOPBLIC  COAepxarcs B
PerucTpaLlioHHOM TORRS npoussoacTsa  Obian
[IPOCMOTPEHB] i YCTAHOBIIGS

Pomamox T.H.
¥uoaumomouensnoe Anuo

124.03.2020

Aara goanucanus



FlySnisse akiioNepHe MOBapUCMEo «HayKoE0-eUPOBHUYLL LeHmp
«BOPUATIBCHKUA XIMIKO-®APMALUEBTUYHUA 3ABOL»
Biddin Kowmpomo Skocmi
Cuipourso npo arectawmo Ne [1T-410/14 gig 03,32 14
sugane O YepmeTprecTeranaapt”

Ceigoutso npa-atecrauic Ne 98 s 200112
sraane fepxasHoo cnyxGo0 Yipain 3 alkapcbiux 3acodis

BXD3

My6nuyroe akytonepros obuiecmso «HaYYHO-1IpOU3BOICMBEHHBIU HRHMP
«5OPLATOBCKMA XUMUKO-OAPMALIEB TUMECKU 3AB0L»
@ Omaden KoHmpons Kavecmaa
‘ Caugerenscrso o6 arrectaumm Ne TTT-410/14 o7 03.12.14
suitano Il "Yepuetprecrerangapr”
Canaerenscrso of arrecrayumn Ne 96 or 20.01.12
BLIAaHO [DCyAapCYBenHon CrynGoi YXpauHs! N0 NIeKapCTRenHLe CPBACTBAM

Yipaiia , 03134, s Kuie, syn Moy, 17
Ten 20%-41.38, 402-78-38, axc 401-40-20

Yapawns, 03134, r Kues. yn. Mupa, 17
e, 205-41-38, 402.76.38, dhaxe 401-40-38

CEPTUDIKAT AKOCTI

(MpoTOKOMN KOHTPONS)

AKCOTUIIH

(2KCOTUNUH)

po3uuH Ans iH'ekui, 500 Mrf4 mn, no 4 Mn B amnyni, no 5 amnyny KaceTi, 2 KaceTv 8 navui
(pacTaop AnA uKbekuri, 500 mr/4mn, no 4 Mn B amnyne, no 5 amMnyn B KaCCeTe, 2 KacCeTbl B NAYKe)

Ne¢ cepii (cepun)

1020220

Lara supoOHUUTBA (4ata NpouIBoACTBA)

PeccTpaliitHe NOCBIAYSHHA (perucTpaumnorKoe cauaeTenscrso) NeUA/15289/01/01

TepMin Ail peccTpayinHoro NOCBIAYEHHA (CHOK ASUCTBUA PErVCTRALIMOHHOTO CBNARTENLCTBA) A0 07.07.2021

BunpobysaHHs nposeaeHe ariaHo Meroais KoHTpono skocTi [13 Ne SFP-200-03
(MCnbITaHUs NpoBeseHs! cornacHo Metopaos koxTpona kavectsa N1C Ne SFP-200-03)

KinbKicTk B cepil (konuyecTso 8 cepuu)

1086 wr

11.02.2020

MokasHukn aKkocTi

(nokazarenu kavecred)

Kpurepil npuiHATHOCTI (KpUTER UM NPUEMNEMOCTI)

Mpu sunycky (Npu sbinycke)

Pe3ynbTraty (pesynsrathi)

Onuc (onucanne)

Mpoaopa GeaGapsena pinuna (npoapasras BECLBETHAN XNAKOCTS)

Bignosigae (CooTBETCTBYET)

inenrudpikauin {uaenrndukayus)

A. Ch-meron 3rinko 2 Tectom (CO-METOA COTNACHD TecTa)

Bignorinae {cooreeTcrayer)

B. Meroa PX 3rinHo 3 TecToM (MeTO4 XX COrNEacHo TecTa)

Bianosigae {coorsercrayeTt)

MposopicTh (NPOIPAHOCTE)

Mpenapar mae 6yTv NPOIOPUM (NPENAPaT AOMKEH BoiTe NPOIPEUHLIM)

Bianosinae (CoOTBETCTHYET)

KonsoposicTh (LUBETROCTE)

MNpenapar mac Gyru GeabapeHuMm (npenapar aonkeH Obite GeCUBETHLIM)

Bianosigac (COOTBETCTBYET)

pH

Bin{ori 6,5 106,8

5,56

OB'cMm, WO BUTATAETLES

{ODBEM, KOTOPBIR BLITRIMBARTCA)

He meHwe (He meree) 4,0 Mn

Bipnoginae {cootsercTayer)

Cynposinti A0MiLIKKY
{CONYTCTBYIOMNE NpUMec)
~ domiwka C

- domitwka D

- byOb-nka iHwa domiwka
(moGan dpyezan npuMecs)

- CymMa GOMILLIOK (CyMma Npumeced)

He Ginbuwe (He Bones} 0,.2% < 0,05 %
He Binbwe (He Bones) 0,15% <005 %
He Binbuwe (xe Conee) 0.2 % <005 %
He Ginbwe (He Sonee) 0,5 % <0,05 %

BakvepianuHi eHOOTOKCUMHM

{SaxTepuanbHble SHAOTORCHHBLL

He Binvwe 43,75 MO na 1 mn npenapary

(#e Gonee 43,76 ME 1a 1 M0 npenapara)

Bianosinae {coorsercrayer)

CTepPUNBHICTE (CTEPHALHOCTD)

Mpenapar Mac BUTPUMYBATU BUNPOBYBAHHA HA CTEPUNBLHICTL

(MPENAPAT AOMKEH BLIAEDKMBATE UCHLITARME HA CTEPUNBHOCTE)

Bianosinae {CooTBETCTBYET)

Mexaniudi BRIIQUEHHA
{MEXEHUNECKNE BRIIOUBHUA]

= GUOUMI HACIIKY (BUBLMBIE SECMULAL)

MoBUHHI BYTH NPaKTHNHO BIACYTHI (ADMKHB NPAKTUNECKH OTCYTCTBOBATL)

Bianosinac (CooTBETCTEYST)

~HESUAUMI aCmKU (He8udusbie Yacmuusl)

2 10 mMem He Ginuwe (He BGonee) 6000 B 1 KOHTENHEPI (B KOHTEAREPE) 36
2 25 MKkm He Ginbuwe (He Gonee) 600 B 1 KonTeiHepi (B KOHTEAHEPE) 0
KinukicHe BUIHANEHHA
{KONMHECTEEHHOE ONPEAEnaHre}
« YUMUKONIRY (LWUMiIKOIuKa) Bia (o7} 118,75 mr o 131,25 Mr (1250 mr £ 5 %) -
53 mr

(C 1t N4O P y)

8 1 mn npenapary (npenaparta)

Ynakonka (yraxosxa)

Noeuxen Bignosigaru sumoram HQ

(aomwaH COOTBETCTROBATL TpEboBanusM HIT)

Binnosinae (cooTseTCTBYRT)

MapkyBaHHst (MapKMposKka)

Nosuxen sianogigary sumoram B

{ROM¥EH COUTBETCTEORATE Tpetoranusam HiL)

Bignosinae (coorBeTCTRYET)

Tepmin npuaaTHoOCTi (CPOK roaHOCTY)

2 poku {ropa)

Llo 02.2022

BucHosok BKH: Bignosigae

(3arnoueHue OKK:  CooTseTcrayet

TpedosanHnam MeToAOBIKDHTDONS KaueLTs

Hau. BKH (OKK) :

NMepewxko O.IM.

sumMoram Mervopnis kouTponio sikocTi f13 Ne SFP-200-03

MyBnie guedier s 1opaprosen
£ ﬁxmw qEHID

2040p.

A
Who-papvaugsrain 24y :2 "
O AROCT
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