vapvia e

NYBJIUYHOE AKUHOHEPHOE OBUIECTBO "®APMAK 0000008093547
YKPAHHA, 03080 r, Kiren-80, yn, Gpyuse, 63 Ten, (044) 496-87-87, Ten/dake (044) 239-19-38, Ten/dpaxe (044) 496-89-42, Ten, (044) 485-26.57 (KpYra0CyTONHO )
Ceprudurar kayecra Ne 9
OAPMAIUINTUH® kanau opassHbie 2% no 25 Ma Bo $naxkone ‘

! M pactBopa conepanT HudeanniHa B nepecuete na 100 % cyxoe Betwectso 20 mr (30 Kanesns)

Homep cepion: 90916 Crpana-nonyuatesis: Ykpanna ®
Koanweerso npoaykusn: 55.029 thic.aa Ne Per. cauaerenncraa: UA/2556/01/01

Nara NPOU3BOACTRA! 09.2016 Cpox nefictaus per.canaeTenscraa; 15.01.2020

Ananis BLINONHEN n0: MKK JIC k PC NeUA/2556/01/01 ot 15.01.2015 r., Uamenenue Nel

Haumenosanne noxkasareneii Tpebosanus HJ{ Pesynbrars: anaanion

Oniicanne TTpospatmas KeNTOro HAN 3eNEHOBATO~KEATOrO LIBETA BA3KASA Cootsercrayer

d KHAKOCTH CO CNabbiM COUPTOBLIM 3aMaX0M
Macuruduranus

Hude annun YanTpadHoneToBbii CNEKTP NOFAOLIEHNS MONYYSHOrO pacreopa 237 um
8 oBnacti o1 220 20 270 UM OIKEH NMETH MAKCHMYM TP ANHHE
BOJHL (237+2)
YabTpadnoneToBblil CIEKTP NOTNOWEHHA HCABITYEMOro 330 um
pacTBOpA MPHIOTOBNCHOTO AR KONHHECTBEHHOrO ONPEALNeHNs
B ofinacti o7 300 o 400 uM J0nKeH uMeTs NNaTOOGpa3HbIF
MAKCHMYM TPH ANHHE BOAHB! OT 330:£2 HM

710 358+2 UM 358 nm
Peaxuns na Maxporos ZNonxna OpiTh NOAOKHTENLHON CootsetcrByeT
Knuemaruveckas Ba3kocts Ot 30,0 MM2*c-1 no 45,0 MM2*-] 33,0 mm2%¥c-1
Mnornoct, Ot 1,065 r/em3 no 1,080 r/em3 1,074 ricm3
Conyrersyromue npnsecn ‘"
Hudeaunuua npumecn A He 6onee 2,0% Menee 2,0 %
Hudeannuua npumecn B He 6onee 0,5% Meunee 0,5 %
Henaenrudmumnposanuoii nnausuay- He 6onee 0,5% Mewnee 0,5 %
anbHofl npusecH
CYMAMA HEHACHTHUDHIHPOBAHHKIX TIpH- He Bonee 1,0% Menee 1,0 %
MECCH
ObbeM CoAepRHUMOro YNaKoBKH He menee 25 mn Cootsercnyer ’
lo3a it oanopoaKocTs nosuposanis ka-  JlonkHa 0TBevaTh TpeGOBAHMAM Cootsercrayer
TSt AN OPANTLHOTO NPUMEHEHHS
Kosinuecrsennoe onpeiescnue
Hudeannun Or 18,0 mr/mn 1o 22,0 mr/mn 20,3 Mr/ma
MukrpotnosoruiecKan YneToT?H
) Obuiee wieno aspobubix Mukpoopra-  Kpurepuii npuemanmoctu 100 KOE/ma menee 10
mson (TAMO) : )
Obiee uncao apouskenbix  necHe-  Kpurepuit npuemanmoctn 10 KOE/Mn metee 10
BbIx rpudos (TYMQ)
Escherichia coli IlomkHbl OTCYTCTBOBATH Coorsercrayer
Ynaxkopka Tonmkna orsevars TpeboBanuam CoorsercTRyer
X Mapkiposka Mon#Ha oTBeuaTh TpeGoBaHHaM CoorsercTpyer
CPOK rOAHOCTH: 3 rona ' J0 09.2019
Yenosns Xpanenus: XPpaHHTL B OPUIHHANKLHON YTIaKoBKe Npu TemnepaType ue soiwe 25 °C, '

Komsenrtapun:

3assienne o cepTHPNKAUMUL  DTUM 5 NOATREPHAAID, YTO BblLICYKA3aHHAA HHOPMALHS ABJSETCS 0CTOBEPHOIT H TouHOH. DTa cepus
npoay Kk G112 POHIBEAEHA (BKIIOUAR YNAKOBKY/MAPKHPOBKY) H NPOBELEH KOHTPONE €€ KAYecTBa Ha }lnmeykasmgﬂbm yqacTke B
0AHOM COOTRETCTBHHM co Tpebosanuamu GMP, ycTanoBaeHHbI)  PETYAATOPHBIM OPraHOM, @ TakiKe B COOTBETCTBHM C :
CNEUHMHKALUAMH, KOTOPLIE HAXOASTCA B PEIHCTPALIHOHHO ﬁ s @Q{iﬁ%gpomnoucma, YNAKOBIKH H-aHAJTH30B GbLH NPOBEPEHDI 1
yeranosaeHo cootseTeTBHeGMP. ‘ \ g 9

Paspemeno k peaansanun

Yuoanomouennoe anuo - navagsuux OCnBI Kpamapenxo

- = = i~
Mpomssoacreennnii yuacrox: QO ANET S /

e
NP o D/
e 537480 or 0708

YRPAHHA, 04080 r. Kier-R0, va. pyie. 74 Jlnuensng na npouspoe

- Kowrpoan kanuecTna i 8uaatn PIpetichin Ha peasnsstinio
YKPAHHA, 04080 r. Knen-R0, yn. ®pyine. 74 Cauaerennctso 06 artectawmt Ne23d o1 21.10.2014
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OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinonoboso)

Ceprndikar axocri N 040000113307

Q®apmagvnin®, kpanni opanbhi 2 % no 25 mn y dnaxoni, no 1 ¢pnakoHy y nauni
1MN PO3YUHY MICTUTD: HIGEAMMIHY B MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY 20 Mr (30 KPAMESb)

Homep cepii: 20224 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii- 39.840 Twc.dnak. Ne PeecTp. NocBigueHna: UA/2556/01/01
Hata enpotHnuTBa: 02.2024 TepMiH aii peecTp. noceigueHHn:  HeofMexeHni

AHani3s BUKOHaHu# no: MKA 13 no P NeUA/2556/01/01, 3minm Big 21.09.2021 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndixanyii) PesynbTaTv BUnpobyBaHb

Onwnc MNpo3opa xoeToro ato 3eneHyBaTO-KOBTOrO

KORLOPY B'A3Ka pigunHa 3i cnabkum CNUpTOBUM

3anaxom Bignoeigae
laeHTHdiKaLin
Higeaunin ¥nbTpadioneToBUN CNekTp NOrMWHAHHA OTPUMaHOro
po3undy B ofinacti Big 220 Hm go 270 HM NoBMHEH
MaTH MaKCUMMYM 33 AOBXKUHW XBUAi (237+2) Hm 237 Hm
¥YneTpadioneToBUN CnekTp NOrAMHAHHA
BUNpPo6OBYBaHOMO PO3UWHY, NPUIOTOBAHOMO B
po3gini "KinbkicHe BUzHaueHHA", B obBnacti Big
300 HM po 400 vM NnoBMHEH MaTk nnatononitHui
MaKCUMYM 33 JOBXWHMW XBWI: Bignoeigae
Big {330 £ 2) um 330 Hm
8o (358 £ 2) um 358 Hm
Makporon flkicHa peakuina Bignoeigae
KiHemaTHy4Ha B'A3KICTD Big 30,0 mm2*c-1 go 38,7 Mm2*c-1
lyctvHa Big 1,065 ricm3 po 1, 1,071 rfcw3
CynposigHi gomiluxm
HigeaUNiHy AOMIlLKKM A He 6inbwe 2,0 % 0,0 % (<MKB)
HigeauNiny gomiwku B He 6inbwe 0,5 % 0,0%
HeigeHTndikoBaHa He 6inbwe 0,5 %
iHauBigyansHa gomiwka 0,0 % (<MKB)
cyma HeigeHTUdiKoBaHNX He Ginbwe 1,0 %
ROMILIOK 0,0 % (<MKB)
O6'em BMICTY YNakoBKW He meHwe 25 mn Bignoeigae
Ho3a i ogHopigHicTb Mae BuTpUMyBaTH BUNPOOYBaHHA
[O3YBaHHA Kpanenk gns
0OpanbHOro 3aCTOCYBaHHA Bignoeigae
Mikpo6ionoriuna uncrora
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000113307

Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten /daxc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

3aranbHe yucno aepoBHUX Kputepiil npuidHaATHOCTI 100 KYO/Mn

mikpoopraHismie (TAMC) * *

3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuitHaTHOCTI 10 KYO/Mn

nnicHAsux rpubie (TYMC) * %
Escherichia coli * BigcyTHicTe B 1 mn *

KinbkicHe BU3HaYeHHA

HigeauniH Big 19,0 mr po 21,0 mr B 1 mn npenapaty (Ha
MOMeHT BUNYCKY). Big 18,0 mr no 22,0 mr 8 1 mn
npenapary 20,3 mrimn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTt Bumoram Bignoeigae
TepMmiH nprAATHOCTI: 3 pokn Do 02.2027

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosyi npu Temnepartypi He Buwe 25 °C.
KomeHTapi:

*Ha nigcraei nepioguuHoro KoHTponio. [poTe MU NigTEEpIMKYEMO BiANOBIAHICTL AaHOI cepii Bumoram H

3anBa npo cepridikayio:

Lum A 2aceipguyio, WO BULeBKa3aHa iHdopMaLia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocbke/Toprosol niueHsii. MpoTtokonn BMpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba — [poBigHuiA iHxeHep BCTaBll filpemenko B.B. 29.02.2024

identrﬁcanon node
00481498

BupobHnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoﬁHuuTB

Cepmudikat GMP N2 108/2023/GMP eig 20.12.2023;; UP/1-530-10/21-03

KoHTponb AKO<Ti T2 BNAaYa 03BOAY Ha peanisayin:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscobka, 74; CeigouTeBo npo aTecTaui 0 22.01 ‘2

W

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000113307 Crop.2 32



@apm@

DAPMAK

%

LAY

Ten. (G44) 496-87.87, Ten Sare (044) 239-19-38, Tentdaxe {Q44)49689-42, Ten. (044) 485-26.57 {uinonctoso)

CepTtudikar akocri Ne 040000118889

Dapmagunin®, kpanni OpaneHi 2 % o 25 mn y ¢$nakoni, no 1

1MIT PO3HUHY MICTATE: HIGEAWITIHY B NEPEPAXYBAHHI HA 100%

¢dnakoHy y nauuj

CYXY PEMOBUHY 20 M (30 KPATENb)

Homep cepii; 71124 Kpaina otpumysau: Ykpaita
Kinekicre npogyxuii: 69.720 Tuc.dnak. Ne PeecTp. nocsinsienHa; UA/2556/01/01
fara eupobumurea: 11.2024 Tepmin gii peecTp. noceifuenns:  HeoBmexenui

AHani3s BUKOHaHWE No:

MKA J13 o PN NeUA/2556/01/01, aminu sig 21.09.2021 p.

HaiimeHyBaHns nokazuuxis

Bumory AHA(cneundikayi)

PeaynbtaTu ennpobysans

Onue

lpenTidikauin

Hidenmnin

MaKporon
KinemaTuuHa s'askicrs
Fyctuna

Cynposigni gomiwky
Hideanunivy gomiwkm A
Hideauniny gomiwky B

HeigenTndikosaHa

iHABigyansHa fomiwka

Cyma HeipeHTUdIKoBaHNX

AOMILLQK

O6'em BMmicTy ynakoeku
Josa | ogropigHicts
AO3yBaHHA Kparienb gns

opanbHoro 3aCTOCYBaHHA

Mixpo6ionoriyna uncrora

lNpo3zopa xoeToro a6o 3e/1EHYBATO-XOBTOrO
Konbopy B'A2Ka piguHa i cnabkum CAVPTOBRMM

3anaxom

YnsTpagioneTosnii CNEKTP NOFANHAMHA OTPMMaHOrD
Po34uiHy B 0bnacri 8ig 220 HM go 270 um noBuHeH
MaTV MaKCUMYM 33 OBXWNHU XBUA] {23742) um
¥notpadionetosui CNEeKTP NOrAMHaHHR
Bunpo6osyBaKoro pozunhy, NPUroTOBaHOro B
pozaini "KinokicHe BU3Ha4eHHA", & oBnacti Big

300 Hm 8o 400 Hm nosurHen MaTu nnatonogiGHni
MaKCHMYM 33 NOBXKUHIA XBUAT

Bif (330 + 2) nm

RO (358 + 2) um

fAkicna peakyin

Bin 30,0 Mm2*c-1 o 45,0 mm2*c-1

Bia 1,065 r/cm3 go 1,080 rfem3

He 6Ginbtue 2,0 %
He Ginbwe 0,5 %
He Ginsle 0,5 %

He 6inbuwe 1,0 %

He mexue 25 mn

Mae Burpumysati BUNPobyBaHHA

Bignosigae

236 Hm

Bionogigae
332 1m

359 Hm
Bignosgigae
36,6 mm2*c-1
1,072 rfem3

0,0 % (<MKB)
01%

0,0 % (<MKB)
0,0 % (<MKB)

Bignosigae

Bianosigae

Cepmudikam nidnucaro ENIeKMPOHHUM nidnucom

1D 040000118889 Crop. 1
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—— LAY

Ten. {044) 495.87-87, Tenfdaxe (044) 239.19.38, Tenfdare (044)49689.42, Ten. {044} 485-26.57 (uinoaoGoso)

3aranbHe unicno aepoBHmy Kpurepith npuiinathocti 100 KYO/mn

MikpoopraHismie (TAMC) * *

3aranbhe Yncno FpiXAKOBYX Ta Kputepin npuiinayHocri 10 KYO/mn

nAicHARKX rpubis (TYMC) * *
Escherichia coli * BigcyTHicte 8 1 mn *

KinekicHe BusHavenusn

Hideaunin Bin 19,0 Mr 1o 21,0 mr 5 1 mn nMpenapaty (Ha
MOMEHT sunycky). Big 18,0 Mr go 22,0 mr g 1 mn
npenapary 20,3 mrivn
Ynakoeka Mae signosigatn BUMOTram Binnoeinae
Mapkysanna Mae signosigatn Bumoram Bignosigae
Tepmid npupgaThocTi: 3 poku Ho 11.2027

¥moBu s6epiranis: 3bBepiratu B opurinanbHit YNakoBui Apu Temneparypi me Bulye 25 °C,
Komenrapi:

*Ha nipcrasi NepioAMYHOro KoHTponID, MNpoTe mn niaTeERKYEMO BIANOBIAHICTL garof cepil sumoram HJ|

3anea npo cepTudikayiio:

Unm 5 sacsiguyo, Wo BUeBKasaHa iHpopmalin € RocToBipHOIO | TOYMO. o cepin npoaykuii 6yno smpobneno (BKnIOvaOMK
ynaxoaxylmapKyBaHHﬂ) Ta NPoBeAEHWI KOMTPOAL T AKocT Ha HUKH@BKAzaHIA RinbHULi B noBHIiG BIANOBIAHOCTI 10 BUMOr GMP,

flozsoneno go peanizauii / go BigBaHTAaMeHHA

YnosHosaxeHa ocoba — Nposigrui ivxenep BCTaBM fipemenko B.B, 28.11.2024

72
n code
00481193

BupobHuya AinbHuyA:

GMP/EAEU/KZ/81-01-24 Bif 15.12.2023

Konrtponb akocri ta BUAaYa gozsony va peanizayir:
YKPAIHA, 04080 m, Kunis-80, yn. Kupuniscoka, 74; CigowTeo npo atecraujio N 390 Big 22.01.2019

Cepmudbivam nidnucano EEKMPOHHUM nidnucom 1D 040000118889 Crop.2 32




vapvia e

NYBJIUYHOE AKUHOHEPHOE OBUIECTBO "®APMAK 0000008093547
YKPAHHA, 03080 r, Kiren-80, yn, Gpyuse, 63 Ten, (044) 496-87-87, Ten/dake (044) 239-19-38, Ten/dpaxe (044) 496-89-42, Ten, (044) 485-26.57 (KpYra0CyTONHO )
Ceprudurar kayecra Ne 9
OAPMAIUNTAH® xanau opankHeie 2% 1o 25 M1 Bo diakoHe

! M pactBopa conepanT HudeanniHa B nepecuete na 100 % cyxoe Betwectso 20 mr (30 Kanesns)

Homep cepion: 90916 Crpana-nonyuatesis: Ykpanna
Koanweerso npoaykusn: 55.029 thic.aa Ne Per. cauaerenncraa: UA/2556/01/01

Nara NPOHIBOACTBRA: 09.2016 Cpox neficTsus per.caiaeTenbeTna; 15.01.2020

AR BLINOAHEN NO: MKK JIC & PC NelUA/2556/01/01 o1 15.01.2015 r., Mamenenne Nel

Haumenosanne noxkasareneii Tpebosanus HJ{ Pesynbrars: anaanion
Onucanne TTpo3patHas )enToro win 3eNCHOBATO-KENTOrO LIBETA BH3KAS Cootsercrayer

d KHAKOCTH CO CNabbiM COUPTOBLIM 3aMaX0M
Macuruduranus

Hude annun YanTpadHoneToBbii CNEKTP NOFAOLIEHNS MONYYSHOrO pacreopa 237 um
8 oBnacti o1 220 20 270 UM OIKEH NMETH MAKCHMYM TP ANHHE
BOJHL (237+2)
YabTpadnoneToBblil CIEKTP NOTNOWEHHA HCABITYEMOro 330 um
pacTBOpA MPHIOTOBNCHOTO AR KONHHECTBEHHOrO ONPEALNeHNs
B ofinacti o7 300 o 400 uM J0nKeH uMeTs NNaTOOGpa3HbIF
MAKCHMYM TPH ANHHE BOAHB! OT 330:£2 HM

710 358+2 UM 358 nm
Peaxuns na Maxporos ZNonxna OpiTh NOAOKHTENLHON CootsetcrByeT
Knuemaruveckas Ba3kocts Ot 30,0 MM2*c-1 no 45,0 MM2*-] 33,0 mm2%¥c-1
Mnornoct, Ot 1,065 r/em3 no 1,080 r/em3 1,074 ricm3
Conyrersyromue npnsecn ‘"
Hudeaunuua npumecn A He 6onee 2,0% Menee 2,0 %
Hudeannuua npumecn B He 6onee 0,5% Meunee 0,5 %
Henaenrudmumnposanuoii nnausuay- He 6onee 0,5% Mewnee 0,5 %
anbHofl npusecH
CYMAMA HEHACHTHUDHIHPOBAHHKIX TIpH- He Bonee 1,0% Menee 1,0 %
MECCH
ObbeM CoAepRHUMOro YNaKoBKH He menee 25 mn Cootsercnyer
lo3a it oanopoaKocTs nosuposanis ka-  JlonkHa 0TBevaTh TpeGOBAHMAM Cootsercrayer
TSt AN OPANTLHOTO NPUMEHEHHS
Kosinuecrsennoe onpeiescnue
Hudeannun Or 18,0 mr/mn 1o 22,0 mr/mn 20,3 Mr/ma
MukrpotnosoruiecKan YneToT?H
) Obuiee wieno aspobubix Mukpoopra-  Kpurepuii npuemanmoctu 100 KOE/ma menee 10
wimos (TAMC) E
Obiee uncao apouskenbix  necHe-  Kpurepuit npuemanmoctn 10 KOE/Mn metee 10
BbIx rpudos (TYMQ)
Escherichia coli IlomkHbl OTCYTCTBOBATH Coorsercrayer
Ynaxkopka Tonmkna orsevars TpeboBanuam CoorsercTRyer
X Mapkiposka Mon#Ha oTBeuaTh TpeGoBaHHaM CoorsercTpyer
CPOK rOAHOCTH: 3 rona ' J0 09.2019
Yenosns Xpanenus: XPpaHHTL B OPUIHHANKLHON YTIaKoBKe Npu TemnepaType ue soiwe 25 °C, ' .
Komsenrtapun:

3assenie 0 cepTHOHKANNMS DTHM 5 NOATREPHIAIO, YTO BhbIlIeyKa3aHHas HudopMmaHa senseTes N0CTOBEPHOIT K TO4HOM. DTa cepus
npoaykumny Gulia 11pou3BeAEHa (BKIIOYAR YIIAKOBKY/MAPKHPOBKY) H NPOBENIEH KOHTPOJIb €€ KauecTna Ha HH)KG)’I\R’!E\HHOM yHacTee B
0AHOM COOTRETCTBHHM co Tpebosanuamu GMP, ycTanoBaeHHbI) &erynnopnmm OpraHoMm, a TaKKe B COOTBETCTB
CneUPHKALHUAMI, KOTOPLIE HAXOANTCS B PErHCTPAUHOHHO anomnoucma YTIAKOBKH H-8HAITH30B 6},:
YCTAHOBACHO COOTRETCTBHEGMP, ’ /

Paspemeno k peaansanun

Vuojasomotuennoe anno - navaabunk OCnBI1

MTpomsoacraensnii yuacrox:

YRPAHHA, 04080 r. Kier-R0, va. pyie. 74 Jlnuensng na npouspoe

- Kowrpoan kanuecTna i 8uaatn PIpetichin Ha peasnsstinio

YRPAHHAL 04080 v. Knea-R0, yn. dpyine. 74 Cauaerenncrso o8 artecTawm Ne23d or 21.10,2014




waﬁn @ Il“l“ll“ ul II ||||
: : OAPMAK |

,» ] Ton. (044} 406-07-87, Touraxe (044) 239-10-30, Tan e (C4419500-42, Tan. {044} 465-26-57 {ulnooSoso}

Ceprudixar axocri N® 040000114376

fhﬁmammlu@. xpanni opanbni 2 % no 25 mn y ¢naxoni, no 1 ¢nakony y nauni
'Ml PO3YWHY MICTWTD: HIOELWMIHY B NEPEPAXYBAHHI HA 100% CYXY PEYOBKHY 20 MI (30 KPANENb)

Homep cepil. 50424 Kpaina orprMyBay; Yipaina
Kinsiicrs npomwﬂﬁ' 64.680 Twc.$nak. MR Peectp. noceiguentn: UA/2556/01/01
fara nupoﬂmm # 04.2024 Tepmin afi peccrp. noceinuentn:  HeoGmenenuil
Avanis swconailh 10 KK 113 o PN NUAI2556/0/01, 3mbn sip 21.00.2021 p. |
Haﬂmymmm Braorn AHfT{cnesdlxaul) PasynuTaTH SUNpOSYBaKS
Onuc | MNpo3opa *osToro ato 3eneHyBaTo-XOBTOMQ
' KONbOPY B'A3Ka pinuHa 31 cniabkum CUPTORUM
33MAXoMm Blanosinae
lasHmndlnauin
Hideawnin - Ynetpadioneroguil cnexTp NOTANHAHKA OTPUMAHOTO
EEI (R OPL TP posunny 8 obnacyl elg 220 nm ao 270 HM NnoBuHeH
bro i e v SO MATH MBKCMMYM 33 Aoaxvii xeunl (237+2) HM 237 rm
a0y ek AL YnbTpadioneroauit enekTp AOTNUHAHHA et
Haris e i 1 (i L BUNPOGOBYBAHOND POIUNHY, NPHIOTOBAHOTC B e’
wnliols snlls 570 7B R e poaginl "KinbxicHe pussavesns”, 8 obnacrl aln
300 vm go 400 HM noBrHEH MaTy nnaTonogiGHHi
NMIKCHMYM 32 JOMKHHU XBMNI: Bignoaigae
ein {330 £ 2} Hm _ _ 331 nm
go (358 + 2) m - 358 Hm
MAKPOTon : finicua peauula | Bignoslgac
KinematuKa g‘mnicrb : Blg 30,0 mm2*c-1 fo 45,0 mm2*c-1 38,2 mm2*c-1
fyewa | B 1,085 r/cu3 Ao 1,080 rfcm3 1,071 rlcu3
Hideguniny gomixn A HeGlowe20% | 0.0 % (<MKB)
 nipeguniny goviaa 8 Hesmmos.gs ' 6,0 % (<MKB)
HelgeHTHblkoBaHA - He Gi;lpwe 0 5 % s
IHawelayansHa gomiuks & 0,0 % (<MKB)
CyMa HelgeHTHGIKOBaHNX He ﬂnh@qe _1,9 % A
Aomiox o 0,0 % (<MKB)
Of'em smicTy yraxoior He meHwe '25‘ Mn Bianoeigae
HAosa i opropipsicTs Mae au‘rpuuysam LU
AO3yBaHHA KpINEL AIR |
. OPANBHOrO 33CTOCYBaNHA - Blanoainae
; MinpoSlonorina uncrota
Cepmu@mm niénmuamnponuuu nignucom B iD 040000114378 Crop.1 32
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o @ GAPMAK
E : Ten. (D44) 496-87-87, TonApanc (D44) 230-19-38, TanJjunc (04414965042, Tan. (044) 485-28-57 (1facpcosn)

JaranbHe uncno aepobrux Kpureplid npuwinaTHacti 100 KYO/mn

mikpoopranissis (TAMC) * *
JaranbHe qacﬂn mmwmsnx Ta Kpwrepin npudnaTHoct! 10 KYO/mn
nnicHasmux rplﬁfs (’TYMC) a *
Esmmmia_‘qnﬁ . BiacytHicts B 1 mn *
Hidegunin Big 19,0 mr po 21,0 mr 8 1 mn npenapary (Ha
moMenT Burrycicy). Big 18,0 mr o 22,0 mr 8 1 wn
3 npenapary 20,3 mr/mn
¥Ynakopxa “ - Mae signosigat BUMOram Blgnosinae
MapkyBaHHA ' : Mae BignoBinaTH BUMOram Bianosiaae
Tepain npwasTioct: 3pom o 04,2027
Ymons .ﬂplruml 36epira'ru 8 opMriHanbHIA ynamsu! npw 'reuneparypi He suwe 25 °C,
mw\a GG o RP0HAY TR DR VTP Y TR NI S N4 O TP
'thlnrmai Wbro mn'rpomo Tipore M1 NiQTBEPIXYEMO aip,noal.qnlcrb RaHOT cepli sumoram HA™

L\uu A mi,q-mp aumeauasaua iﬂd:opuaqh € Aocrosipuono | TouHOW. uno cepiio npogyxufi Gyno BupoGneHo (BKMOUBIONH
ynamaxyfna m Ta npoBeneHUi KoHTponb 1T AKOCTE Ha Hikueskasanii finsHuul 8 NoBHIN BlgnosigHocTi RO BuMor GMP,
BCTBHOBIIEHWX MIGLIEBUM PErYITATOPHUM OPraxHoM, 3 Takox:y signoaigHocti is cneundikauisimm, AKi 3HAXORATLCA Y peecTpaUidHomy
nocelroprosol niensi. nporouonu BUpOBHWLTEa, NaKypaHHA Ta ananisia Gynu nepesipeni Ta Beranornexa eignosipyice GMP.

Rossonesio go peanisanyllT/ go slasanTamenun ; °°g53 .

YnosHonaxers ocoGa — Mposianui iroxenep BCraBl fipemetixo B.B. ¢ [/ f Py 200 15.04.2024

e e e

YKPATHA, W\u ‘Kinlp-80, Byn. Kpuninceka, 74; fliuemaia na su

o .

Cepmdfil(a'r GMP " ioa:zozsfsmp BiA 20.12.2023; GMP_UZ-08; LR O -530-10/21-03/13 oig
28 10 2021 Wmm-mm sl 15.12. 2023 o o /3

2 . A u.'I).
mm“mnmmmmmuln S318 \/\\ /

YKPAIHA NOGOM.KMIB-BO ayn. Kupunisceka, 74; Ceigoureo npo arecral m,sguﬁam‘gz. 1.2018

“Cepmudiam mntcaro enexmponmuM MANICOM ' iD_ 040000114376
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OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinonoboso)

Ceprndikar axocri N2 040000114376

Q®apmagvnin®, kpanni opanbhi 2 % no 25 mn y dnaxoni, no 1 ¢pnakoHy y nauni
1MN PO3YUHY MICTUTD: HIGEAMMIHY B MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY 20 Mr (30 KPAMESb)

Homep cepii: 50424 KpaiHa oTpumyBay: YkpaiHa
KinbKicte npogykuji- 64.680 Twnc.dnak. N2 PeecTp. nocBigyeHna: UA/2556/01/01
Hata enpotHnuTBa: 04.2024 TepMiH aii peecTp. noceigueHHn:  HeofMexeHni

AHani3s BUKOHaHu# no: MKA 13 no P NeUA/2556/01/01, 3minm Big 21.09.2021 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndixanyii) PesynbTaTv BUnpobyBaHb

Onwnc MNpo3opa xoeToro ato 3eneHyBaTO-KOBTOrO

KORLOPY B'A3Ka pigunHa 3i cnabkum CNUpTOBUM

3anaxom Bignoeigae
laeHTHdiKaLin
Higeaunin ¥nbTpadioneToBUN CNekTp NOrMWHAHHA OTPUMaHOro
po3undy B ofinacti Big 220 Hm go 270 HM NoBMHEH
MaTH MaKCUMMYM 33 AOBXKUHW XBUAi (237+2) Hm 237 Hm
¥YneTpadioneToBUN CnekTp NOrAMHAHHA
BUNpPo6OBYBaHOMO PO3UWHY, NPUIOTOBAHOMO B
po3gini "KinbkicHe BUzHaueHHA", B obBnacti Big
300 HM po 400 vM NnoBMHEH MaTk nnatononitHui
MaKCUMYM 33 JOBXWHMW XBWI: Bignoeigae
Big {330 £ 2) um 331 Hm
8o (358 £ 2) um 358 Hm
Makporon flkicHa peakuina Bignoeigae
KiHemaTHy4Ha B'A3KICTD Big 30,0 mm2*c-1 go 45,0 mm2*c- y “\rﬁm, 36,2 mm2*c-1
lycrvHa Bin 1,085 ricw3 fio 1,080 e S st e 1,071 ricw3

HOKYMEHTI B \»v

\

CynposigHi gomiluxm

HigeaUNiHy AOMIlLKKM A He 6inbwe 2,0 % 0,0 % (<MKB)
HigeauNiny gomiwku B He 6inbwe 0,5 % i 0,0 % (<MKB)
HeigeHTndikoBaHa He Ginbwe 0,5 % 318 5

el 3 L5
"‘“Ha -1.._-‘/"

iHauBigyansHa gomiwka - = 0,0 % (<MKB)
cyma HeigeHTUdiKoBaHNX He Ginbwe 1,0 %
ROMILIOK 0,0 % (<MKB)
O6'em BMICTY YNakoBKW He meHwe 25 mn Bignoeigae
Ho3a i ogHopigHicTb Mae BuTpUMyBaTH BUNPOOYBaHHA
[O3YBaHHA Kpanenk gns
0OpanbHOro 3aCTOCYBaHHA Bignoeigae
Mikpo6ionoriuna uncrora
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000114376
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OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten /daxc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

3aranbHe yucno aepoBHUX Kputepiil npuidHaATHOCTI 100 KYO/Mn

mikpoopraHismie (TAMC) * *

3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuitHaTHOCTI 10 KYO/Mn

nnicHAsux rpubie (TYMC) * %
Escherichia coli * BigcyTHicTe B 1 mn *

KinbkicHe BU3HaYeHHA

HigeauniH Big 19,0 mr po 21,0 mr B 1 mn npenapaty (Ha
MOMeHT BUNYCKY). Big 18,0 mr no 22,0 mr 8 1 mn
npenapary 20,3 mrimn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTt Bumoram Bignoeigae
TepMmiH nprAATHOCTI: 3 pokn Do 04 2027
¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosyi npu Temnepartypi He Buwe 25 °C.

*Ha nigcraei nepioguuHoro KoHTponio. [poTe MU NigTEEpIMKYEMO BiANOBIAHICTL AaHOI cepii Bumoram H
3anBa npo cepridikayio:

Lum A 2aceipguyio, WO BULeBKa3aHa iHdopMaLia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocbke/Toprosol niueHsii. MpoTtokonn BMpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba — [poBigHuiA iHxeHep BCTaBll filpemenko B.B. 15.04.2024
BupobHnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JiyeHsia Ha BupoSHuuTBo AE N° 637430 Big 07.04.2015;

- v 1 2 \"\_\
28.10.2021; GMP/EAEU/KZ/81-01-24 sig 15.12.202 _um;}\i:’;_} (TIB 'i’t \
" \T
KoHTponb AIKOCTi TA BMAAYA 03BOAY Ha peanizauio: " E a Ll't M

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscoka, 74; C YTBO Nnpo aTecrauilo:xIﬁQ:" 0 eig 22.01.2019
' -\1 ; -
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