OAPMAK

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

Ceprndikar axkocri N2 040000118769

AmbiT, po3unH ana iv’ekyin, 30 mr/mn, no 1 mn B amnyni, no 5 amnyn y 6nicrepi, no 2
6nicrepm y nauuji
1M1 PO3UYMHY MICTUTb KETOPONAKY TPOMETAMONY 30 MI

Homep cepii: 61124 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npopykuii: 201.140 Tuc.amn. Ne PeecTp. NocBigueHna: UA/18024/01/01
Hata supotunyTea: 11.2024 TepmiH gii peectp. noceiguenna:  09.04.2025

AHanis BUKOHaHu# no: MKA 113 no P N2 UA/18024/01/01 Bin 09.04.2020 p., 3miHn Big 30.10.2023 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumdikanyii) PesynbTaTv BUnpobyBaHb
Onnc MNpo3opa GelbapeHa ato Gnino-*xoBTa piguHa Bignoeigae
laeHTHdiKaLin
KeToponaky TpomeTamon Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,

ofiepxaHii y po3gini "KinbkicHe BUZHaueHHA.

KeToponaky TpomeTamon”, Yac YTPUMYBaHHA NiKY i

YO cnekTp NornuHaHHA Niky KeToponaky MaloTh

cniBnagary 3 Yacom yTpuMyBaHHA niky i YO

CMeKTpomM NOrIMHaHHA NiKYy KeToponaky Ha

Xpomarorpami po3uyuHy NopiBHAHHA. Bignoeigae
Etanon Ha xpomaTorpami BUNpoBoBYBaHOrO poO3UnHY,

ofiepxaHiin y po3gini "KinbkicHe BUZHaueHHA.

ETaHon", yac yTpUMYBaHHA Niky eTaHony mae

CMiBNagaTy 3 YacoM YTPUMYBaHHA NiKy eTAHONY Ha

Xpomarorpami po3uyuHy NopiBHAHHA Bignosigae
MNpo3opicTb po3unHy Po3uuH mae 6yTH Npo3opum Bignoeigae
OnTuuHa ryctiHa He Ginbwe 0,10 _ 0,04
T
H Big 6,9 e 7,3
p IH 1 Ho ' . - ;\\_%
MexaHiuHi BKNIOUeHHA: BUAUMI BineHUl/Big YacTok' 51 \’P,
JTOKY VEHTIB
YacTKu ' \s Bignoeigae
" E
MexaHivHi BKAIOYEHHA: HEBUAMMI MacTKN aD;
YacTok 3 posmipom Ginbwe abo He 6in 000 B amnyni_, “
AopiBHICE 10 MKM ‘\(\\ 36
YacTok 3 poamipom Ginbwe abo He Ginble 60 At i
AOPIBHICE 25 MKM 1
CynposigHi gomiluxm
Homiwka A He 6inbwe 0,20 % 0,00 % (<MB)
Homiwka B He 6inbwe 0,20 % 0,00 % (<MKB)
Jomiwka C He 6inbwe 0,20 % 0,00 % (<MB)
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000118769 Crop.1 32



OAPMAK

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

Homiwka D He 6inbwe 0,20 % 0,00 % (<MKB)
Byab-Aka HeigeHTUdiKoBaHa He Ginbwe 0,20 %
ROMILLKA 0,08 %
Cyma goMiLIOK He 6inbwe 1,0 % 0,1%
O6'em, WO BUTAracTLCA He meHwe 1,0 mn Bignoeigae
CTepUnbHICTDL lNpenapat ma€ 6yTU CTEpPUNbHUM Bignoeipae
bakTepianbHi eHBOTOKCMHK He 6inbwe 116 MO/Mn Bignoeigae

KinbkicHe BU3HaYeHHA

KeToponaky TpomeTamon Big 28,50 mr/mn go 31,50 mMr/mn 30,09 mrimn

EtaHon Big 20,0 mr/mn go 110,0 mrimn 28.4 mrimn
¥Ynakoeka Mae signoeigaTt Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npraaTHOCTI: 2 pokun Do 11.2026

¥moBu 3bepiranna. 36epiratu B opuriHanbHiil ynakosui. He notpebye cnevjansHnx ymos 36epiraHHa
KomeHTapi:

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMalia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta MpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba — [poBigHWiA iHxeHep BCTaBll AHppycuk-LLykiHa M.M. 26.11.2024
Bupobunua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BUPOGHULITE: !
CepTudikat GMP Ne084/2023/GMP Big 09.10.2023, GMP/EAEU/KZ/ 81-¢4122024 i _' : "_ 530-10/24-06/02 Big

02.08.2024, GMP_UZ - 08:2023 gin 30.11.2023

KoHTponb AKO<Ti T2 BNAaYa 03BOAY Ha peanisayin:

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000118769 Crop.2 32
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Ten. (044) 496-87-87, Ten/paxc (044) 239-19-38, Ton./paxc (044)49688-42, Ten, {044) 485.26-57 (uinogobono)

Ceptudikar axkocri N¢ 040000118756

AMbiT, posuuH gna in’ekdiil, 30 mr/mn, no 1 mn B amnyni, no 5 amnyn y 6nicrepi, mo 2
6nicTrepn y nauui
1MJ1 PO3YMHY MICTUTL KETOPOSIAKY TPOMETAMOAY 30 M

Homep cepii: 51124 Kpaina otpumysau: YKpatHa
KinkkicTe npogyKLi: 203.720 Tuc.amn. N2 Peecrp. noceigueHHn: UA/18024/01/01
Hata supo6huyTea: 11.2024 Tepmin Oif peectp. nocsiguenna: 09.04.2025

Anania BuKoHaHmii no: MKA J13 po PN N UA/18024/01/01 eip 09.04.2020 p., sminu sig 30.10.2023 p.

HalfimenyBaHHA noKasHuKie Bumorn AHR(cmeyndikayii) Pezynbraty Bunpo6yBaHb
Onuc [Iposopa 6esbapsHa abo Bnigo-xosTa pignHa Binnosipae
laenTudikauia
KeToponaky TpomeTamon Ha xpomatorpami sunpoGoBYBaHOrO PO3HUHY,

ofepKaHin y pozaini "KinbkicHe Bu3HaueHHA.

KeToponaky Tpometamon”, yac yTpumyBaHHsa miky i

Y@ cnekTp NOrAMHAHHA RiKY KETORONAKY MaloTh

CriBNagaTin 3 Yacom YTpUMYBaHHA MKy | YO

CIIeKTPOM NOFAMHAHHA Niky KeToponaky Ha

XPpOMaTorpami posunHy NopiBHAHHA. Bignosipae
EtaHon Ha xpomatorpami BunpoGoByBaHOrGc posuniy,

ofiep:#anin y posgini "KinbKicHe BMsHaueHHA.

ETanon”, vac ypumyBaHHA niky etaHony mae

criBnagarty 3 Yacom yTprUMyBaHHA Miky eTaHony Ha

XpOoMaTtorpami posunHY rnopisHAHHA Bignoeigae
MNposopictt pozunHy PosuuH mae 6yTn npozopum Binmoeinae
OnruyHa rycriHa He 6inbwe 0,10 0,04
pH Bin 6.9 no 7.9 7.3
Mexaniuni BKNIoUeHHA: suaAnMi BinbHWIA Big yacToK
YaCTKKY Biaroeinae

MexaHiuni BRAIOMEHHA: HEBUAMMI YaCTKY

Yactok 3 posmipom Ginblue abo He 6inpime 6000 e amnyni

popisHioe 10 mMKm 40
Yacrok 3 posmipom Ginblwe abo He 6inblwe 600 8 amnyni

AOpiBHICE 25 MKM 2

CynposigHi nomimku

Romiwka A He Ginbwe 0,20 % 0,00 % (<MB)

Domiwka B He 6inbwe 0,20 % 0,00 % (<MKB)

Bomiwmka C He 6inbwe 0,20 % 0,00 % (<MB)
Cepmudbikam nidnucaro enekmpoHHUM nidnucom ID 040000118756 Crop. 1 32
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Ten. (044) 496-67-87, Tentdane (044) 239-19-38, Ten.fpare (D44)40685-42, Ten. (044) 485.26.57 (ulnanebone)

DNomiwka D He Ginblwe 0,20 % 0,00 % {(<MKB)
byak-aka HejgeHTUdIKOBaHA He 6inbwe 0,20 %
LOMILLKa 0,08 %
Cyma fomiax He Ginble 1,0 % 0,1%
06'em, WO BUTATAETBHCA He meHwe 1,0 mn Bignoeigae
CrepuneHicrb Mpenapar ma€ 6yT CTepUibHAM Bigpnosigae
BakrepiansHi eHROTOKCWHMI He 6inewe 116 MO/mn Bignoginae

KinbxicHe BU3HaYeHHA

KeToponaky Tpomeramon Big 28,50 mrfmn go 31,50 mrimn 30,01 mrimn
EtaHon Big 90,0 mrimn go 110,0 mrfmn 99,5 mr/imn
Ynakoexa Mae signosigati sumoram Binnosinae
MaprysaHHA Mae signosigati BUmoram Bignosigae
Tepmin npupaTHoCTi: 2 pokn Ao 11.2026
Yiosn sfepiranna:  3Gepirat B opurivanehii ynakosyl, He notpebye creulansHnx ymos 36epiraHis
KomeHrapi:

3asBa npo ceptudikauiio:

Lum s 3aceiguyto, wo BuweBKasaHa indopmalia € goctosipHoio | Touxow. Lo cepilo nponykuil byno Bupobnero (BKnioyayn
YNaKoBKY/MAPKYBaKHA) Ta NPOBEAEHUI KOHTPOAL 1T AKOCTI Ha HIKUEBKasaHIi AINbHAUI B NOBHIM BignosipHocTi go sumor GMP,
BCTAHOBAGHWUX MICLEBUM PErynaTOpHUM OPraHom, a Takox y BignosigHocT! is cneumdikaviamn, aki sHaxoasTbea y peecTpauliiiHomy
Aocbe/Toprosol aiyensil. MNpoTokonu BUpoBHULTBEA, NaKyBaHHA Ta aHanisis Bynu nepesipexi Ta BCTaHOBNEHa BignosigricTe GMP.

Aozsonero o peanizauii / Bo BigBaHTaxKeHHA

YnosHosaxeHa ocoba — MposigHuii inxeHdep BCraBMN Angpycuk-lyxina M.M. 26.11.2024

BupoBHuua ginbHUUA:

YKPATHA, 04080 m. Kuiis-80, syn. Kupuniscoka, 74; JliueHsia Ha supo6HuuTeo AE Ne 637430 sig 07.04.2015;
Ceptudixat GMP N2084/2023/GMP sin 09.10.2023, GMP/EAE/KZ/ 81-01-2024 sig 15.1 2.2023; 530-10/24-06/02 Bin
02.09.2024, GMP_UZ - 08:2023 sig 30.11.2023

KonTpone sikocti Ta BUfava gozsony Ha peanizallio:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; CeigouTtso npo atecrauiio N2 390 sig 22.01.2019

Cepmudhikam nidnucaro enekmpoHHUM hidnucom ID 040000118756 Crop.2 32




P Y
Farmak
ot QAPMAK

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

Ceprndikar axocri N 040000120373

AmbiT, po3unH ana iv’ekyin, 30 mr/mn, no 1 mn B amnyni, no 5 amnyn y 6nicrepi, no 2
6nicrepm y nauuji
1M1 PO3UYMHY MICTUTb KETOPONAKY TPOMETAMONY 30 MI

Homep cepii: 10225 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npopykuii: 213.700 Tuc.amn. Ne PeecTp. NocBigueHna: UA/18024/01/01
Hata supotunyTea: 022025 TepmiH gii peectp. noceiguenna:  09.04.2025

AHanis BUKOHaHu# no: MKA 113 no P N2 UA/18024/01/01 Bin 09.04.2020 p., 3miHn Big 30.10.2023 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumdikanyii) PesynbTaTv BUnpobyBaHb
Onnc MNpo3opa GelbapeHa ato Gnino-*xoBTa piguHa Bignoeigae
laeHTHdiKaLin
KeToponaky TpomeTamon Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,

ofiepxaHii y po3gini "KinbkicHe BUZHaueHHA.

KeToponaky TpomeTamon”, Yac YTPUMYBaHHA NiKY i

YO cnekTp NornuHaHHA Niky KeToponaky MaloTh

cniBnagary 3 Yacom yTpuMyBaHHA niky i YO

CMeKTpomM NOrIMHaHHA NiKYy KeToponaky Ha

Xpomarorpami po3uyuHy NopiBHAHHA. Bignoeigae
Etanon Ha xpomaTorpami BUNpoBoBYBaHOrO poO3UnHY,

ofiepxaHiin y po3gini "KinbkicHe BUZHaueHHA.

ETaHon", yac yTpUMYBaHHA Niky eTaHony mae

CMiBNagaTy 3 YacoM YTPUMYBaHHA NiKy eTAHONY Ha

Xpomarorpami po3uyuHy NopiBHAHHA Bignosigae
MNpo3opicTb po3unHy Po3uuH mae 6yTH Npo3opum Bignoeigae
OnTuuHa ryctiHa He 6inbwe 0,10 = 2N 0,05
pH Bin6,9807,9 ..LUH_{_H:?} ITIB %:\ 7.3
MexaHiuHi BKNIOUeHHA: BUAUMI BinbHuWiA Big vacToK ? \2
YacTKu Bignoeigae
MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCcTKN
YacTok 3 posmipom Ginbwe abo He Ginbwe 6000 B amnyni
AopiBHICE 10 MKM — a5
YacTok 3 poamipom Ginbwe abo He Ginbwe 600 B amnyni
AOPIBHICE 25 MKM 3
CynposigHi gomiluxm
Homiwka A He 6inbwe 0,20 % 0,00 % (<MB)
Homiwka B He 6inbwe 0,20 % 0,00 % (<MKB)
Jomiwka C He 6inbwe 0,20 % 0,00 % (<MB)
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000120373 Crop.1 32



P Y
Farmak
ot QAPMAK

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

Homiwka D He 6inbwe 0,20 % 0,00 % (<MKB)
Byab-Aka HeigeHTUdiKoBaHa He Ginbwe 0,20 %
ROMILLKA 0,00 % (<MKB)
Cyma goMiLIOK He 6inbwe 1,0 % 0,0 % (<MKB)
O6'em, WO BUTAracTLCA He meHwe 1,0 mn Bignoeigae
CTepUnbHICTDL lNpenapat ma€ 6yTU CTEpPUNbHUM Bignoeipae
bakTepianbHi eHBOTOKCMHK He 6inbwe 116 MO/Mn Bignoeigae

KinbkicHe BU3HaYeHHA

KeToponaky TpomeTamon Big 28,50 mr/mn go 31,50 mMr/mn 29,81 mr/imn

EtaHon Big 20,0 mr/mn go 110,0 mrimn 99,8 mrimn
¥Ynakoeka Mae signoeigaTt Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npraaTHOCTI: 2 pokun Do 02.2027

¥moBu 3bepiranna. 36epiratu B opuriHanbHiil ynakosui. He notpebye cnevjansHnx ymos 36epiraHHa
KomeHTapi:

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMalia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta MpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba — [poBigHWiA iHxeHep BCTaBll 27.03.2025

Bupobunua finbHULA: _ .
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; JliyeHsia Ha Bup. ;ﬁémep AE Ne 63_?43 ,

Cepmudikat GMP N2084/2023/GMP eig 09.10.2023, GMP/EAEU/KZ/ 8

52 i1 07.04.2015;
o g Rl
*‘.r\?p_-#f 5ig115,12.2023; 530-10/24-06/02 eip

1

02.08.2024, GMP_UZ - 08:2023 gin 30.11.2023

KoHTponb AKO<Ti T2 BNAaYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigoyTeo npo atecTaujio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000120373 Crop.2 32
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Ten. {044) 496-87-87, Ten./bac (044} 230-19-38, Ten Mbaxc {044)49689-42, Ten, (044) 4B5-26-57 (uinogobosc)

Ceptudikar axocti Ne 040000121487

AmGiT, posuuH ansa iH'ekuiin, 30 mr/mn, no 1 mn B amnyni, no 5 amnyn y énicrepi, no 2
Gnicrepm y nauui
1MAN PO3YMHY MICTUTb KETOPOMNAKY TPOMETAMOITY 30 MI

Homep cepii: 30425 Kpaiva oTpuMyBau: YkpaiHa
KinbxicTe npogyxuii: 214.280 Tuc.amn. N2 PeccTp. noceigyeHHA: UAM8024/01/01
Hata supo6HULTBa: 04.2025 TepmiH aii peecTp. NoceigueHHA:  HEOGMEXEHWA

Ananis BUKOHaHUIA No: MKA 113 go PN Ne UA/18024/01/01, aminm eig 30.10.2023 p.

HalAmeHyBaHHA NOKAZIHMKIE Bumorn AHfl{cneyndixauii} PesyneTami EMnpobyBaHb

Onuc Mpozopa GesbapeHa abo Gnigo-koeTa pignHa Bignosigae
laenmudiikauin
KeToponaky TpoMeTamon Ha xpoMaTorpami BUNPOGOBYBAHOMO PO3UMHY,
oaepXaHii y posgini "KinekicHe BU2ZHa4YeHHA.
KeToponaky TpoMeTamon”, Yac yTPUMYBaHHA NiKY |
YO cnexkTp NornKHaHHA NiKy KeTOpPonaky MaTh
cniBnagaTm 3 4Yacom YTPUMYBaHHA niky | Y@
CMeKTPOM NOTNMHAHHA NiKY KeTOPONaKy Ha
xpomaTtorpami po3YUHY NOPIBHAHHA. Bignoeigae
EtaHon Ha xpomatorpami BUNpoGOBYBaHOMO POUMHY,
opepxaHii y posgini "KinbkicHe BU3HauYeHHA.
EtaHon", Yac yTprmMyBaHHA Niky eTaHONY Ma€

cniBnagaTi 3 4acoMm YTPUMYBaHHA NiKY &TAHOMY Ha

XpoMaTorpami pe3uuHy NOpIBHAHHA Bianosigac
Mpo3sopicTe POIYKUHY PozunH Mae ByTH Npo3cpum Bignoeigae
OnTu4Ha rycTvMHa He Ginbwe 0,10 0,05
pH Big69m0 7.9 7.3
MexaHivyHi BKIIOYEeHHA: BUAWMI BineHWA Bi
YacTKN Bignoeigae
MeXaHiuHj BKNIOVeHHA: HeBUAMMI MACTKN
YacTok 3 poamipom binblue abo He 6in
aopieHoe 10 MKm 23
YacTok 3 poamipom binblue abo He 6inblue
ACpiBHIOE 25 MKM 1
CynposigHi gomiwxm
Domiwka A He Ginbiie 0,20 % 0,00 % (<MB)
Domiwka B He Ginswe 0,20 % 0,00 % (<MKB)
Domiwka C He 6inbwe 0,20 % 0,00 % (<MKB)
Cepmucdbikam nidnUCaHo enekmpoHHUM nidnucom iD 040000121487 Crop.1 32
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Ten. {044) 496-87-87, Ten./bac (044} 230-19-38, Ten Mbaxc {044)49689-42, Ten, (044) 4B5-26-57 (uinogobosc)

Domiwka D He Ginbwe 0,20 % 0,00 % (<MKB)
Bygb-aka HeigenTudikoBaya He 6inswe 0,20 %
AoMmilLKa 0,00 % (<MKB)
Cyma gOMIWoK He 6inbwe 1,0 % 0,0 % (<MKB)
O6'em, LG BUTArAETLCA He meHwe 1,0 mn Bianosinae
CrepunsHicTL Mpenapat Mac 6yTH CTEPUNBHUM Bianosigag
BakTepianbHi eHAOTOKCUHW He Ginewe 116 MO/mn Bignosinae

KinuKicHe BU3HAYEHHRA

KeToponaky TpoMeTamon Big 28,50 mrimn go 31,50 mrimn 29,99 mr/mn

EtaHon Big 80,0 mr/mn go 110,0 mr/mn 96,4 mrimn
Ynakoeka Mae pignoBigaTh BUMOram Bignoeipae
MapkyeaHHA Mae eipnoeigat BMMoram Bignoeipae
Tepmin npugaTHocTi: 2 poku Do 04 2027

Ymonu abepiranna:  36epirata B opurinanbHiin ynakosui. He notpebye cneujanbHnx ymoB 36epiraHHa
KomenTapi:

3anApa npo capTudikayito:

Lium A 3aceiguyo, Wo eUleBKazaHa iHbopMalia € gocToeipHol | TovHow. L cepilc npogykuii 6yno supobneHo (BxnoMaloyu
YNaKoBKY/MapKyBaHHA} Ta NPOBENeHUA KOHTPOND 1T AKCCTi Ha HWKMeBKazaHii 4inbHULI B NosHil signoeigHocTi po eumor GMP,
BCTaHOB/IEHMX MICLIeBUM PEryNATOPHWM OPraHoM, a TaKoX Yy BignosigHocTi iz cneundikaliamn, AKI 3HaXOQATLCA ¥ peecTpaliiHomy
pocbefroproeol niveHail. Mpotokony supobHULUTBa, NaKyBaHHA Ta aHanisies 6ynu nepesipeni Ta BcTaHoBReHa eignoeiaHicTs GMP.

-
.
BHDBAXBHA Yt
#eoba

Joasonero go peanisayii / go sigsanTaxeHns

YnosHoeaxeHa ccoba - MpoeigHuit inkeHep BCTaBM  Binum A.M. 30.04.2025

BupofHuua gintwwun:

Cepmucdbikam nidnUCaHo enekmpoHHUM nidnucom iD 040000121487 Crop.2 32
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ot QAPMAK

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

Ceprundikar axocri N 040000122981

AmbiT, po3unH ana iv’ekyin, 30 mr/mn, no 1 mn B amnyni, no 5 amnyn y 6nicrepi, no 2
6nicrepm y nauuji
1M1 PO3UYMHY MICTUTb KETOPONAKY TPOMETAMONY 30 MI

Homep cepii: 40725 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npopykuii: 216.430 Tuc.amn. Ne PeecTp. NocBigueHna: UA/18024/01/01
Hata supotunyTea: 07.2025 TepMiH fii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 13 no P N2 UA/18024/01/01, aminm Big 30.10.2023 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumdikanyii) PesynbTaTv BUnpobyBaHb
Onnc MNpo3opa GelbapeHa ato Gnino-*xoBTa piguHa Bignoeigae
laeHTHdiKaLin
KeToponaky TpomeTamon Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,

ofiepxaHii y po3gini "KinbkicHe BUZHaueHHA.

KeToponaky TpomeTamon”, Yac YTPUMYBaHHA NiKY i

YO cnekTp NornuHaHHA Niky KeToponaky MaloTh

cniBnagary 3 Yacom yTpuMyBaHHA niky i YO

CMeKTpomM NOrIMHaHHA NiKYy KeToponaky Ha

Xpomarorpami po3uyuHy NopiBHAHHA. Bignoeigae
Etanon Ha xpomaTorpami BUNpoBoBYBaHOrO poO3UnHY,

ofiepxaHiin y po3gini "KinbkicHe BUZHaueHHA.

ETaHon", yac yTpUMYBaHHA Niky eTaHony mae

CMiBNagaTy 3 YacoM YTPUMYBaHHA NiKy eTAHONY Ha

Xpomarorpami po3uyuHy NopiBHAHHA Bignosigae
MNpo3opicTb po3unHy Po3uuH mae 6yTH Npo3opum Bignoeigae
OnTuuHa ryctiHa He 6inbwe 0,10 . st O,J@/\ 0,04
pH Bin6,9n079 NOKYMEHT B Q,\ 7.3
MexaHiuHi BKNIOUeHHA: BUAUMI BinbHuWiA Big vacToK
YacTKu Bignoeigae
MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCcTKN
YacTok 3 posmipom Ginbwe abo He Ginbwe 6000 B amnyni
AopiBHICE 10 MKM 104
YacTok 3 poamipom Ginbwe abo He Ginbwe 600 B amnyni
AOPIBHICE 25 MKM 3
CynposigHi gomiluxm
Homiwka A He 6inbwe 0,20 % 0,00 % (<MKB})
Homiwka B He 6inbwe 0,20 % 0,00 % (<MKB})
Jomiwka C He 6inbwe 0,20 % 0,00 % (<MKB})
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000122981 Crop.1 32



P Y
Farmak
ot QAPMAK

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

Homiwka D He 6inbwe 0,20 % 0,00 % (<MKB})
Byab-Aka HeigeHTUdiKoBaHa He Ginbwe 0,20 %
ROMILLKA 0,00 % (<MKB}
Cyma goMiLIOK He 6inbwe 1,0 % 0,0 % (<MKB)
O6'em, WO BUTAracTLCA He meHwe 1,0 mn Bignoeigae
CTepUnbHICTDL lNpenapat ma€ 6yTU CTEpPUNbHUM Bignoeipae
bakTepianbHi eHBOTOKCMHK He 6inbwe 116 MO/Mn Bignoeigae

KinbkicHe BU3HaYeHHA

KeToponaky TpomeTamon Big 28,50 mr/mn go 31,50 mMr/mn 29,69 mr/imn

EtaHon Big 20,0 mr/mn go 110,0 mrimn 99,6 mrimn
¥Ynakoeka Mae signoeigaTt Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npraaTHOCTI: 2 pokun Do 07 2027

¥moBu 3bepiranna. 36epiratu B opuriHanbHiil ynakosui. He notpebye cnevjansHnx ymos 36epiraHHa
KomeHTapi:

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMalia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta MpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXKeHHA
14.08.2025
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Bupobunua finbHULA:
YKPAIHA, 04080 m. Knie-80, syn. Kupuni

Ceptudikat GMP N2043/2025/GMP Big 2 \

uuteo AE Ne 637430 sig 07.04.2015;
81-01-2024 gig 15.12.2023; 530-10/24-06/02 Big

KoHTponb AKO<Ti T2 BNAaYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigoyTeo npo atecTaujio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000122981 Crop.2 32



P Y
Farmak
ot QAPMAK

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

Ceprndikar axocri N 040000123437

AmbiT, po3unH ana iv’ekyin, 30 mr/mn, no 1 mn B amnyni, no 5 amnyn y 6nicrepi, no 2
6nicrepm y nauuji
1M1 PO3UYMHY MICTUTb KETOPONAKY TPOMETAMONY 30 MI

Homep cepii: 50825 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npopykuii: 217.830 Tuc.amn. Ne PeecTp. NocBigueHna: UA/18024/01/01
Hata supotunyTea: 08.2025 TepMiH fii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 13 no P N2 UA/18024/01/01, aminm Big 30.10.2023 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumdikanyii) PesynbTaTv BUnpobyBaHb
Onnc MNpo3opa GelbapeHa ato Gnino-*xoBTa piguHa Bignoeigae
laeHTHdiKaLin
KeToponaky TpomeTamon Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,

ofiepxaHii y po3gini "KinbkicHe BUZHaueHHA.

KeToponaky TpomeTamon”, Yac YTPUMYBaHHA NiKY i

YO cnekTp NornuHaHHA Niky KeToponaky MaloTh

cniBnagary 3 Yacom yTpuMyBaHHA niky i YO

CMeKTpomM NOrIMHaHHA NiKYy KeToponaky Ha

Xpomarorpami po3uyuHy NopiBHAHHA. Bignoeigae
Etanon Ha xpomaTorpami BUNpoBoBYBaHOrO poO3UnHY,

ofiepxaHiin y po3gini "KinbkicHe BUZHaueHHA.

ETaHon", yac yTpUMYBaHHA Niky eTaHony mae

CMiBNagaTy 3 YacoM YTPUMYBaHHA NiKy eTAHONY Ha

Xpomarorpami po3uyuHy NopiBHAHHA Bignosigae
MNpo3opicTb po3unHy Po3uuH mae 6yTH Npo3opum Bignoeigae
OnTuuHa ryctiHa He 6inb ’m 0,04
pH Bia 640379 1t 73
MexaHiuHi BKNIOUeHHA: BUAUMI Bin h)&\ N - HB \‘rﬂ-
YacTku R E a L\ M“ j% Bigno.igae
MexaHiuHi BKRIOYEHHA: HeBUAMMI YacTKM\\ O\~ X *3; /
YacTok 3 posmipom Ginbiue abo He 6i E aiuhyﬁe; '
AopieHIoe 10 MKM : i\\/ 163
YacTok 3 poamipom Ginbwe abo He Ginbwe 600 B amnyni
AOPIBHICE 25 MKM 3
CynposigHi gomiluxm
Homiwka A He 6inbwe 0,20 % 0,00 % (<MB)
Homiwka B He 6inbwe 0,20 % 0,00 % (<MKB)
Jomiwka C He 6inbwe 0,20 % 0,00 % (<MB)
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000123437

Crop.1 32



P Y
Farmak
ot QAPMAK

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

Homiwka D He 6inbwe 0,20 % 0,00 % (<MKB)
Byab-Aka HeigeHTUdiKoBaHa He Ginbwe 0,20 %
ROMILLKA 0,00 % (<MKB)
Cyma goMiLIOK He 6inbwe 1,0 % 0,0 % (<MKB)
O6'em, WO BUTAracTLCA He meHwe 1,0 mn Bignoeigae
CTepUnbHICTDL lNpenapat ma€ 6yTU CTEpPUNbHUM Bignoeipae
bakTepianbHi eHBOTOKCMHK He 6inbwe 116 MO/Mn Bignoeigae

KinbkicHe BU3HaYeHHA

KeToponaky TpomeTamon Big 28,50 mr/mn go 31,50 mMr/mn 29,42 mrimn

EtaHon Big 20,0 mr/mn go 110,0 mrimn 99,8 mrimn
¥Ynakoeka Mae signoeigaTt Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npraaTHOCTI: 2 pokun Do 08.2027

¥moBu 3bepiranna. 36epiratu B opuriHanbHiil ynakosui. He notpebye cnevjansHnx ymos 36epiraHHa
KomeHTapi:

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMalia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta MpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXKeHHA
YnoeHoeaxeHa ocoba — [poBigHWiA iHxeHep BCTa cmk-LLykiHa M.M.
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1. JiueHsia Ha B!’{Eﬁ?@lf

09.08.2025

Bupobunua finbHULA:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka:

Ceptudikat GMP N2043/2025/GMP Big 29.

S

T80 AE N® 637430 Big 07.04.2015;

LA Y/

1-01-2024 Big 15.12.2023; 530-10/24-06/02 sig
02.08.2024, GMP_UZ - 08:2023 gin 30.11.2023

KoHTponb AKO<Ti T2 BNAaYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigoyTeo npo atecTaujio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000123437 Crop.2 32
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