D-09,07-006

CEPTU®IKAT AKOCTI Ne 2730-2

Hazpa nikapcekoro zacofy
Homep peecrpamiiiroro noceiguenms

CHna mii/ax THEHICTh

Jixapcexa dopma

Posmip Ta THI nakysaHEs
Howmep cepii

Poamip cepii

AlaTa RHpoBHHITEA
Tepmin npupeTHOCTI 10

FOpumirina agpeca

Haspa ginesmmi BHPOGHMLITES Ta KOBTPOIO SKOCT]

Allpeca JABHHIL BUPOCHHITEL T2 KOHTPOIO AKOCT

Keunar®
UA/1070/01/01

1 Ml pO3YHHY MICTHTE: KCHITITON - 50,0 MI, HATPIIO ateTaTy
TPHIIPaT (¥ TIepepaxyBaHHi Ha HATPIIO ANETAT) - 2,6 MT,
HATPLIO XIOPHT - 6,0 MI, KaIbIlKO XIOpUILY TUTIAPAT:(y
[CpepaxyBanHl Ha KATELIO XIopHa) - 0,1 M, kanio
XNopHL - 0,3 Mr, Marxio XITopyiy Texcarigpat (y
TEPePaxyBaHH] Ha MarHIiO XIopua) - 0,1 mr

PO3UHH s iHDy3iit

o 200 ML y TUSIIKAX CKIBTHHX

AV103/1-2
32 802 mwr.
06.10.2023
10.2025

Yxpaing, 03038, m. Kwis, Byn. M. Amocosa, 10
ren. {(D44) 275-01-08, (044) 281-01-01

BupoGmianit ronit «IHpysis TOB «Opia-dapi

Hemaprament korrpoiio skoeti TOB «IOpis-gapm»

Yxpaina, 18030, M. Tepkach, nyx. Kofzapcrka, 108
Tem. (0472) 71-00-98

Homep muensii Ha BUPOGHHITTRO IIKapCHEMX 3aC06i8 AB 598091
Ne XapaxkTepacTHKHN AKOCTI Bumoru HJT MeToan Pesyawratn”
3/n BHHPOGYRBaHE :
1 | Onme Hpoaopa 6eabapeHa pignna | Bisyannhmit Bianopinae
2 | Inenrudiranis
Kenniton SlxicHa peaxiis ua xcwriton | In-house Biamnorinae
Areratn Slxicra peaxuig (d) Ha Ph. Eur. 2.3.1 Bixnoeinae
ameratu
Kaneis AxicHa peaxiis (c) Ha Ph Eur. 2.3.1 Bignopigae
KanbLii
Knopumu SIxicha peakuis (2) Ha Ph. Eur. 2.3.1 Bigmorinae
NXIOPHAN
Kaniii Skicha peaxuis (b) na xami#t { Ph. Eur. 2.3.1 Biarosinae
Marsiit SlxicHa peakuis Ha MarHi Ph. Eur. 2,3.1 Binnosizae
Hatpiii Axicha peaxuis (b) Ha Ph. Eur. 23,1 Binnorinae
HaTpiH
3 OcMOTANEHICTE Bin 53% mocmons/xr 1o 659 | Ph. Ewr. 2.2.35 606
MOCMOTIB/KT
4 | HpozopicTs IopnKHeH GyTH Ipo3opiM ADY 2.2.1 Bianosinac
5 CTyTiHb 3a6apBIeHas TlopuHeH OyTu GeaGapeumm | JTY 2.2.2 Bianorinae
6 | pH Bin 6,00 mo 7,60 Joy 223 7,01
7 BimsocHa B a3kicTs He 6inpme 1,60 ADY 2.29 1,14
8 Kintkicre Bu3snadeHHs
AlleTaT-i0H Bin 1777 Mr o 1.965 Mre In-house
1 M nipenapaty
Kemjran Bin475mMrao 52.5Mre 1 In-house
MII Ipenapary
Bin 0.149 mr o 0.165 vrs | Ph. Eur. 2.2.22,
1 s nipeniapary Meron I
Bin 0.034 mr o 0.038 mre | In-house
1 M1 pemapaty
Bin 0.025 mr a0 0.027 mrrs | In-house
1 »1 npenapaTy
Ldfaiit mo 200 MN Y MIANkax CKISHIK AV103/1-2

Db i B OCTE wage 1
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$-09.07-006
Ne XapakTepucTHKY fIKoCTI Brmora HJI Meroau PesynnTatu
3/n BHOPOOYBaHE
Xnopuz-ion Bin3.529mr o 4313 Mr8 | In-housc 3.817
1 a1 penapaty
Hatpiti-ion Bin2935mMrno03.243 mrn In-house 3,000
1 M7 npenapary -
9 O6'eM, 110 BUTATACTECA He menme HoMiHanBHOTO HOY 2.9.17 2043
ob'emy
10 | Mexauigni BKnoueH s
Bugumi uactnaxm TIpesopuis posunn, mo Ph. Eur, 2.9.20 Bimnowinae
MPAKXTHIHO HE MICTHTE
BKIOUCHE
Hesrmymi yacTHHEKH Cepenus KUIBKICTE Ph. Eur. 2.9.19, 1,3
YacTHHOK He rmepeBMinye 25 | Metog, 1 0,0

B I MII JUIS] YACTHIIOK
po3mipoM 10 mem abo
Siteiue i He nepeRHmys 3 B
1 M1 Zist YacTHHOK
Po3MipoM 25 miM abo

Sinplie

11 | Creprmpaicts Llpenapar mae BUTpumMyRaTH | Ph. Bur. 2.6.1 Bianorinae
BUMPOOYBAHHT Ha
CTEPHNLHICTE

12 | BakrepiankHi eHIOTOKCHHK Menme 0.25 MO/mn Ph. Eur. 2.6.14, Bianosigae

Meron A

Buchoboxk:

AikapcbkHil 3aci6 Kennat® eignosiaae rrmoram HI e PIT UA/1070/01/01 i3 3minamu Hakcas MO?3 Yrpainn No
468 Bix 27.07.2015, Ne 498 nix 16.03.2023

Komenrapi:
3bepirath Ipy TeMrepaTypi e Bume 25 °C. He 3aMOPOXKYBATH.

L{um 7 3aceiduyio, wo nasedena arue ingropmais ¢ Socmosipnoio i motnoro. Lo cepio aikapebkozo 3acoby &yao
SupobaeHa (sraoymow HAKPEAHHMAPKYSARNA) GUPOOHIMUM 1OHITOM «lnghyziny TOB «tOpin-ghapmy ma nposedeno
KOMMPORL sikocwi & Qenapmanmenmi xonmponie axocri TOB «lOpis-hapm» y noenitl eidnosionocmi 3 niyexsizinuy
BUMOZaMY, SCMAROERSHITAN RAYIONANBHIM PZYAAMODHUM OPZAHOM, @ MaKONC 8i0N0GIOHT Do cneyugirayisl, wo
MiCmANLCR Y peccmpayitinomy docve.

Iipomoronu eupobruymea, naxyeanna ma KORIPOINIO AKOC BYA0 NEPe2NHYnIo Ma CIANORISHO gidnosionions
ATYeHITIHUM BUMO2an.

Y roBHoBaReHa ocoba i RGN
3 AKOCTL @&%7 I A Apratiox (& = PTdinarigl o 23.10.2023

TOB «kOpisa-hapm» 3

&
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Kernar®, posumn amsa ingys=ii no 200 Mn y [uisIkax ks
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P-09.07-006

Hazpa mikapcbKoro 3acoby

Homep peectpaliiitHOro moceiraeHHsI

Cwna A1i/aKTHBHICTh

Jlikapceka dopma

Posmip Ta THIT TaKyBaHHI
Howmep cepii

Posmip cepii

JlaTa BHpOOHHIITBA
TepMiH IPHAATHOCTI 0

IOpranyHa agpeca

Hazpa mimeHUIN BUPOGHUIITEA T4 KOHTPOIO AKOCTL

AJpeca AUTbHUI BUPOGHHIITRA T4 KOHTPOIIO SIKOCTI

Kennmar®

UA/1070/01/01

CEPTU®IKAT AKOCTI Ne 805-2

1 MJI pO3YMHY MICTHTB: KCHTITOMN - 50,0 MT, HATPIO AlleTary
TpHUrIpaT (Y epepaXyBaHHl HA HATPIIO aIeTarT) - 2,6 Mr,
HATPIIO XITOPHY - 6,0 MT, KAIbIO XIOPHILY AUCIApaT (¥
repepaxyBaHHl Ha KanbI(iio ximoput) - 0,1 Mr, kaiio
xutopu - 0,3 Mr, MarHiio XIopHay rexcariipat (y
repepaxyBaHHl Ha MArHiio Xaopud) - 0,1 mr

posumH ams 1HGpy31H

1o 200 MT y TUIAIIKax CKIIAHHX

AV44/1-2
32 970 1.
14.03.2024
03.2026

Yxpaina, 03038, a. Knis, Byn. M. Amocora, 10
Ten. (044) 275-01-08, (044) 281-01-01

Bupo6urmanii ouiT «Indy3im TOB «tOpia-dapmy

Jlemaprament koutpoinio sikocti TOB «Opis-dapmy
Yxpaina, 18030, m. Uepxacy, pyn. Kobzaperka, 108
Ten. (0472) 71-00-98

Homep mirensii Ha BUpOGHHUIITBO MKAPCHKHX 3aCO0IB AB 598091
Ceprudirar GMP 087/2023/GMP
Ne XapakTepHCTHKH SIKOCTI Bumoru HJ, MeToau PezyabraT
3m BHIIPOOYBAHL
1 Omnme [Iposopa Gesdaprua piguHa | Bizyanbhuii Biarosifae
2 [nentudikaris
Kenmiron SxicHa peaxis Ha kewniton | In-house Biamnosigae
Areratn SlxicHa peaxuis (d) Ha Ph. Eur. 2.3.1 Bipmoeigae
areTaTH
Kanpmii Slxicha peakuis (¢) Ha Ph. Eur. 2.3.1 Binmoeigae
Kanbli#
Xnopuau Sxicha peakius (a) Ha Ph. Eur. 2.3.1 Binmnosinae
XIIOPHAH
Kamit SxicnHa peaxiis (b) Ha kamii | Ph. Eur. 2.3.1 Binmoeigae
Marmiit SxicHa peakiiist Ha MarHii Ph. Eur. 2.3.1 Binmosinae
Hatpiii SxicnHa peaxtis (b) Ha Ph. Eur. 2.3.1 Binmoizae
HaTpii
3 OCMOTSIIBHICTE Bin 539 moemons/kr 1o 659 | Ph. Eur. 2.2.35 609
MOCMOITE/KT
4 [pozopicTe [ToBuHEH GYTH TIPO30PUM JdY 2.2.1 Bipnosimae
5 Crymiub 3a0apBlIeHHs [osuHen Gyt Gesdappuum | JIOY 2.2.2 Biarnosigae
6 | pH Bin 6,00 mo 7,60 ADY 2.2.3 7,03
7 BisHOCHA B’ SI3KICTH He 6insime 1,60 JOY 229 1,15
8 KinrkicHe BU3HAYUEHHS
Arierar-10H Big 1.777 mr o 1.965 MrB In-house
1 mn npenapaty
Kcnniton Bin 47.5Mr oo 52.5 mre 1 In-house
MIJI TIpETapaTy
Kamii-ion Big 0.149 mr 510 0.165 MrB Ph. Eur. 2.2.22,
1 M mpenapaty Meton I
Kansiuii-ion Bix 0.034 mr 10 0.038 MmrB In-house
1 mn npenaparty
Kennat®, pozunn ans iHdy31# mo 200 M1 ¥ TUIAIITKAX CKITTHIX AV44/1-2




P-09.07-006

Ne XapakTepHCTHKH SIKOCTI Bumoru HJJ, MeToau PezynabraTn
3 BHIIPOOYBAHL
Marmii-108 Big 0.025 mr 1o 0.027 MrB In-house 0,026
1 mn mpenapaty
Xnopug-ioH Bin 3529 Mrno 4313 mre | In-house 3,899
1 M npenapary
Hartpiii-ion Bin 2.935 mrno 3.243 mre | In-house 3,053
1 mn mpenapaty
9 O6'eM, IO BUTATACTHCST He MeHIIe HOMIHAIBLHOTO JIDOY 2.9.17 2043
ob'emy
10 | MexaHiuH] BKIIIOUEHHS
Bumimi wacTHHKH [pozoputi pozuuH, 110 Ph. Eur. 2.9.20 Biamnosiaae
MPaKTHIHO HE MICTHTh
BKIIFOUEHb
Hepunumi 4acTHHKHN CepenHs KITBKICTh Ph. Eur. 2.9.19, 2,0
YacTHHOK He mepeBuirye 25 | Merox 1 0.0

>

B 1 MI 15 YaCTHHOK
poamipom 10 mxm abo
OinbIIe 1 He MepeBHIIye 3 B
1 M7 A5 4acTHHOK
posmMipoM 25 MKM abo

OlIbIIe

11 | CrepuibHICTE [penapar mae BurtpumyBaru | Ph. Eur. 2.6.1 Biarnosifae
BUNPOOYBAHHS Ha
CTEPUITBHICTD

12 | BakrepianbHi eHIOTOKCHHH Memnmre 0.25 MO/Mn Ph. Eur. 2.6.14, Bipnoeigae

Metonm A

BucHoBOK:

Jikapebkuii 3acié Kennat® gpinnorizae eumoram HJI no PIT UA/1070/01/01 i3 sminamu Hakaz MO3 Ykpainu
Ne 468 Bin 27.07.2015, Ne 498 Bin 16.03.2023

Komenrapi:
36epiraru tpu Temrieparypi He Buie 25 °C. He zaMopoxyBatu.

Hum 4 3aceiouyio, ujo Haseoena suwe ingopmayia € Oocmogipnoio i mounow. Lo cepiio nikapcoerozo 3acoby 6yio
BUPOGAEHO (BKIIOYAIOYY RAKYVEAHHA/MAPKYBAHHA) supoonudun onimom «Ingysiay TOB «IOpis-ghapm» ma nposedeno
KoHmpoab AKocmi 8 Oenapmamenmi kowmpomio akocmi TOB «IOpia-gapm» y noeuiii sionosionocmi 3 Aiyen3itinumu
BUMO2AMU A NPABUAAMY HANIICHOT BUPOOHUHOT NPAKMUKY, 6CIAHOGACHUMU HAYIOHATbHUM DeZYIAMOPHUM OPEaHOM, d
MaKoiC 8i0NOBIOHO 00 cneyudikayiti, o MICMAMbCA Y PeccmpayitinomMy 00ChE.

[Ipomoxoau supoOHUYMEa, RAKYEAHHA WA KOHMPORo AKOCMI OY0 Nepecianymo ma 6Crmanoeneno eionoeionicme
JYeH3THHUM SUMO2aM WA NPASUAAMU HANCIHCHOT BUPOOHUYOT NPAKMUKIL

YnoBHOBaxkeHa ocoba g ‘
3 IKOCT1 <3€% A Aprariok tepruginariy 29.03.2024
TOB «IOpis-apm» 3

Kennat®, pozunn ans iHdy31# mo 200 M1 ¥ TUIAIITKAX CKITTHIX AV44/1-2



$-09.07-006

CEPTUODIKAT AKOCTI Ne 3311-1

Hasea nixapcpkoro 3acoby
Homep peecTpainiiHoro MocBigYeHHS

Kennar®
UA/1070/01/01
1 MJT PO3YHMHY MICTHTB: KCIITITON - 50,0 Mr, HaTpiio areTary

Cuna fii/akTHBHICTB

Jlixapcbka dopma

PoaMip Ta THN NaKyBaHH
Howmep cepii

Posmip cepii
JlaTa BupoGHMIITBa
TepMiH IPHAATHOCTI IO

IOpuaruHa agpeca

Ha3Ba fibHMLI BUPOGHHULITBA T2 KOHTPOJIIO SIKOCT1

Azpeca oinpHALI BUPOOHHIITBA Ta KOHTPOIIO SKOCTI

Tpuriapar (y nepepaxyBaHHI Ha HATPLIO aueTaT) - 2,6 Mr,
HATPIIO XIOPHA - 6,0 MT, KaNbllio XIOpHAY AUTiApat (Y
TepepaxyBaHHi Ha KalbIliio Xmopwn) - 0,1 Mr, xanio
xytopuz - 0,3 Mr, Maruiio xopuay rexcariapat (y
nepepaxyBaHHi Ha MarHio xinopua) - 0,1 mr

po3uyH A4 iHby31#

no 200 M1 y IISMIKAX CKIITHIX

AV113/1-1
39 000 T,
23.11.2023
11.2025

Yxpaina, 03038, m. Kuis, Byn. M. AMocoBa, 10
Ten. (044) 275-01-08, (044) 281-01-01

Bupo6rianii 1oHIT «IHDy3i» TOB «IOpis-hapm»

JenaprameHTt xoHTpoto sikocTi TOB «Opisi-papm»
Ykpaina, 18030, m. Hepkacu, Byn. Ko63apcrka, 108
ten. (0472) 71-00-98

Howmep nitieHsii Ha BUPOOGHMIITBO JiKapChKHX 3ac061B AB 598091
Ceptudixar GMP 087/2023/GMP
No XapakTepHCTHKH AKOCTI Bumorn HJI Metoan PesyabTaTn
3/n BHNpOOYBaHbL
1 Omnme Iposopa Ge36apeHa piguHa | Bisyanwpumit Biamnosinae
2 | Inenrndixarnisa
Kenniton SlkicHa peakuis Ha kcwniton | In-house Binnosigae
Auerarn SlxicHa peakuis (d) Ha Ph. Eur. 2.3.1 Biarnosinae
aneraTi
Kanbiit SlkicHa peaxuis (¢) Ha Ph. Eur. 2.3.1 Biamnosigae
KanbLii
Xnopumn SIxicHa peakuis (a) Ha Ph. Eur. 2.3.1 Binnosinae
XJIOpHON
Kaniit SxicHa peaxuis (b) Ha xani#t | Ph. Eur. 2.3.1 Binnosipae
Marsiit SIkicHa peakilis Ha MarHii Ph. Eur. 2.3.1 Biamnosigae
Harpiit SlxicHa peakiis (b) Ha Ph. Eur. 2.3.1 Binmnosizae
HaTpii
3 OCMONSTBHICTD Bin 539 mocMmonw/kr go 659 | Ph. Eur. 2.2.35 616
MOCMONL/KT
4 TIposopicts TToBuHeH 6yTH MPO30PHM JAdY 2.2.1 Bianosiaae
5 CrymiHb 3a6apRIeHHA TlouHeH 6yTH GeaGapeuuM | JIOY 2.2.2 Biamnosigae
6 | pH Bin 6,00 m0 7,60 JIdY 2.23 6,98
7 BigHocHa B'SI3KICTh He 6inbire 1,60 DY 2.2.9 1,15
8 KinekicHe Bi3HaYeHHs
Aunerar-ioH Bin1.777mr 1o 1.965 mr8 | In-house 1,810
1 M npenapary
Kewnniton Bin 47.5mMr a0 52.5 Mre 1 In-house 49,7
MJI NIpenapary
Kanifi-ion Bin 0.149 mr g0 0.165 Mrs Ph. Eur. 2.2.22, 0,157
1 mn npenapary Meron 1
Kanpuiii-ion Bin 0.034 mr 10 0.038 MTB In-house 0,036 — e
1 M1 npemapary m
L 810 B
Keunar®, po3uuH A7 iHy2ii o 200 M1 y MISIIKaX CKISHIX AV113/1-1 JOKYMEHTIB
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$-09.07-006
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Ne XapaKkTepHCTHKH SKOCTI Bumorn HJL Metoan PesynabTaTn
I/n BHNpPoOYBaHb
Marsifi-ioH Bin 0.025 mr g0 0.027 mr8 | In-house 0,026
1 M npemnapary
Xnopua-ioH Big 3.529 Mr o 4313 Mmr8 | In-house 3,901
1 mu1 nipeniapary
Hartpiii-ion Bin 2.935mMr o 3.243 Mmre | In-house 3,053
1 mi1 npemnaparty
9 0O6'eM, MO BUTAra€TLCA He MeHIle HOMIHATLHOIO JADY 2.9.17 2073
o6'eMy
10 | MexaHI4YHI BIUIIOYEHHS
Bugnmi yacTHKH Iipozopwif posdnH, Mo Ph. Eur. 2.9.20 Bianosinae
MPaKTHYHO HE MICTHTH
BKJIIOUEHb
Hemuaymi yacTHHKHT CepenHst KUIBKICTD Ph. Eur. 2.9.19, 4.5
YacTHHOK He nepesuiye 25 | Meron 1 0,0

B | MJI AN 4aCTHHOK
poamipom 10 MkM abo
GinbIe 1 He NepeBHLIyE 3 B
1 M1 Ans yacTHHOK
poamMipoM 25 MKM abo

| GublIe
11 | CrepmnbHicTb Ilpenapat mae ButpumyBat | Ph. Eur. 2.6.1 Bixgnoigae
BHNpoOYyBaHHs Ha
CTEPHIIBHICTD
12 | BakTepianbHi €HIOTOKCHHH Menme 0.25 MO/mn Ph. Eur. 2.6.14, Bianosinae

Metong A

BucuoBok:

Jaikapebkuii 3aci6 Keunat® signosizae sumoram HJI xo PIT UA/1070/01/01 i3 3minamu Hakasz MO3 Ykpainn  Ne
468 Bix 27.07.2015, Ne 498 Bin 16.03.2023

Komenrapi:
3Gepiratit npu TemrepaTypi He e 25 °C. He 3aMopoxyBaTH.

Lum 5 3ac6i0uyto, wo nasedena suwge ingopmayia € docmosiproio i mourow. Lo cepiro aikapcokozo 3acoby 6yno
8UPOOIIEHO (6KN0HAIOYU NAKYSAHHA/MADKYBAHHA) 8UpoGHUYuM tonimom «Ingysiny TOB «FOpia-hapm» ma nposederno
Konmponab axocmi 6 denapmamenmi koumponio akocmi TOB «FOpia-hapmy» y nosriti 6i0nogionocmi 3 niyeH3itiHumMu
BUMOZAMU MA NPAGUIAMU HANCIHCHOT BUPOOHUHOT NPAKMUKY, 6CAKOBNEHUMY HAYIOHQILHUM DeZYIAMOPHUM OP2AHOM, a
Maxooi 6i0N06IOHo 00 cheyudiKayill, Wo MICMAmMbCa y peecmpayitinomy OOCbeE.

IIpomoxonu eupo6HUYmMEa, NAKYeanHs ma KOKMPONO AKocmi 6YN0 NepeiAKymo ma 6CMar0EIeHO 6i0n0GIOHICMb
RiYeH3ITIHUM 6UMO2AM M NPABUTAMY HANEICHOT BUPOOHUYOT NPAKMUKU,

YroBHOBakeHa 0coba » : ‘Y a5
3 SIKOCTI @y% I A Apramiok S{CCPTHikarj 11.12.2023
TOB «IOpig-dapm» %A ‘ oS
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Kewnat®, pozunH as iHdy3ii no 200 Mi y IIsAIkax cKIsHIX AV113



&-09.07-006

CEPTH®IKAT AKOCTI Ne 1360-2

Haspa nikapcbkoro 3acofy
Homep peecTparifHoro nocBiI4eHHS

Kcunar®

UA/1070/01/01

1 MI pO34MHY MICTHTb: KCIIITOIN - 50,0 MF, HaTpilo aLleTaTy
Tpuriapar (y nepepaxyBaHHi Ha HAaTPilO AIIETAT) - 2,6 MT,
HATPIIO XIOPHA - 6,0 MT, KaNbLilo XJIOPHAY AMIiApaT (Y

Cwa nii/aKTHBHICTH

Jlixapcrxa ¢popma

Poamip Ta TN naKyBaHHA
Howmep cepii

PoamMip cepii

Jlata BupoGHHIITBa
TepMiH nmpraaTHOCTI A0

IOpuniryna anpeca

Haspa JUTEHALI BUPOGHMITBA Ta KOHTPOIIO SKOCTI

Anpeca TINEHAII BHPOGHHIITBA T8 KOHTPOJTIO SIKOCT1

TepepaxyBaHHI Ha KalbLiio xaopua) - 0,1 Mr, xanio
X1opHg - 0,3 MT, MarHiio XIopHay rexcariapat (y
nepepaxyBaHHI Ha MarHito xiopun) - 0,1 mr
po3uMH A 1HY31i

no 200 M y IUsIIKax CKITHUX

AV84/1-2
28 044 mr.
07.05.2024
05.2026

VYxpaina, 03038, M. Kuis, Byn. M. Amocoss, 10
ten. (044) 275-01-08, (044) 281-01-01
BupoGximunii ioHIT «IHby3isy TOB «fOpig-dpapm»

JHenaprament koHTpoio sikocti TOB «IOpis-dapm»

VYxpaina, 18030, M. YepkacH, Bys. Ko63apcrka, 108

Tei. (0472) 71-00-98

Homep nineHsii Ha BHPOGHMUTBO JIIKapCHKMX 3aC06iB AB 598091
Ceptudixar GMP 087/2023/GMP
Ne XapakTepHCTHKH AKOCTI Bumorn HJ{ Metoan PesyabraTn
3/n BHNpOGYBaHL
1 Onne IIpozopa Ge3bapeHa pinwHa | BisyanbHmit Bignoeinae
2 | Imenrndikamis
Kcuniton SIxicHa peak1us Ha kcwnton | In-house BianoBinae
Aueratn SIxicHa peaxuis (d) Ha Ph. Eur. 2.3.1 Bignoeinae
aLeTaTH
Kanswiit SIxicHa peakirig (c) Ha Ph. Eur. 2.3.1 Biamnosinae
KaIbLIH
Xnopuan SIxicHa peakis (a) Ha Ph. Eur. 2.3.1 Bianosinae
XITOpHAH
Kanii SlxicHa peaxuis (b) va kanifi | Ph. Eur. 2.3.1 Binnosigae
Marsiit SIKiCHa peaxilis Ha Marxii Ph. Eur. 2.3.1 Binnoeinae
Harpiit SxicHa peakuis (b) Ha Ph. Eur. 2.3.1 Bianorinae
HaTpii
3 OCMOJISUIBHICTE Bin 539 mocMmonw/kr go 659 | Ph. Eur. 2.2.35 608
MOCMOJIL/KT
4 | IlposopicTh TloBHHEH GYTH ITPO30PUM APy 2.2.1 Bignmnosinae
S | CryniHb 3a30apBlIeHHs Ilosnuen 6yTH 6e36apBuuM | IOV 2.2.2 Binnoinae
6 | pH Bin 6,00 mo 7,60 APy 2.23 7,01
7 BinHocua B a3KiCTh He 6inpme 1,60 APy 2.2.9 1,15
8 | KuibkiCHe BU3HAYECHHA
Arterar-10H Bin 1.777mr go 1.965 mr8 | In-house 1,804
1 mn npenapaty
Kemmiton Bin 47.5mrno 52.5 mrs 1 In-house PEAST
MJI TIpenapaty //// Npatka .« B
Kanii-ion Bin0.149mr 10 0.165 mrs | Ph Eur. 224 JJPA57~00 %\
1 M1 rpenapaty Meton //<.2/1 M‘,\"}% i
Kanpuifi-ion Bin 0.034 mr 1o 0.038 MT B -
1 mu1 nipenapaty

Kcmnar®, posunH s ingysiit o 200 M y IUIAMKaX CKISHIX
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Ne XapaKkTepHCTHKH fKOCTi Bumorn HJ, Metoaun PesyanTaTH
3/n BHIIPOOYBaHb
Maruiii-ion Big 0.025 Mr 50 0.027 mrB | In-house 0,026
1 M1 rperapaty
Xnopna-ioH Bin 3.529 Mrpo 4313 mr8 | In-house 3,869
1 mx npemnapaty
Harpiit-ion Bin 2.935mr 10 3.243 MrB In-house 3,030
1 mu1 nipenapary
9 OG6'eM, MO BUTATRETHCA He MeHIIe HOMIHATLHOIO JADY 2917 203,3
o6'eMy
10 | MexaHi4H1 BKIIOYESHHS :
Branmi 4acTHHKA IIpozopwit po3unH, IO Ph. Eur. 2.9.20 Biamnosinae
NPaKTHYHO He MICTHTh
BKJIIOYEHb
HeBumyMi 4aCTHHKH Cepenss KUIBKICTD Ph. Eur. 2.9.19, 1,0
YaCTHMHOK He nepeBumye 25 | Meroz 1 0,0

B 1 M1 #7151 9acTHHOK
poaMipom 10 Mxm abo
GLbILE 1 He TepeBHLIye 3 B
1 M A7t YaCTHHOK
po3MipoM 25 MkM abo

Guibine

11 | CrepunbHicTbh IIpenapat mae BuTpuMyBaTti | Ph. Eur. 2.6.1 Binmnosizae
BUNpOOYBaHHA Ha
CTEPHIBHICTh

12 | BaxrtepianbHi eHIOTOKCHUHH Mewnmre 0.25 MO/mn Ph. Eur. 2.6.14, Bianosizfae

Merton A

BucHoBoOK:
Jikapcbkuii 3aci6 Keunat® signosiaac sumoram HJI ao PIT UA/1070/01/01 i3 sminamu Hakas MO3 Ykpainu

Ne 468 Bin 27.07.2015, No 498 Bix 16.03.2023

Komenrapi:
36epirati npu Temnepatypi He Bume 25 °C. He 3aMopoxyBaTH.

Lum 5 3aceiouyio, wo Hagedena suwje ingpopmayis € docmosiproro i mounoio. Lo cepiio nikapcokoz2o 3acoby 6yno
BUPOOREHO (BKAIOUAIOHY NAKYBAHHA/MADKYEaHHA) eupobrutum ionimom «Ingysiay TOB «FOpin-papm» ma npoeedero
Koumpony axocmi 6 denapmamenmi xoumponio saxocmi TOB «FOpia-ghapm» y nosritl 6ionogionocmi 3 niyen3itnumu
BUMO2AMU MA NPAGUAAMYU HANCIICHOL BUPOBRUHOT NPAKMUKY, BCMAHOBNCHUMY HAYIOHATb HUM DESYNAMOPHUM OP2GHOM, @
maxoosc 610n06IOH0 00 cneyudikayitl, Wo MiCMAMbCL Y PeeCmpayiliiomy 00CheE.

IIpomoxoau 8upoGHUYMEQ, NAKYEAHKA MA KORMPORIO AKOCMI OYI0 NePeziAHYmo ma 6CMaroeneHo 6ionosioHicmy
NIYeH3ITIHUM 6UMOZaM Ma NPAGUAGMY HANCIHCHOT BUPOOHUYOT NPAKMUKLL

YriosHOBaXeHa 0cofa & g \&
3 SKOCTI @&/ {5 = {CePTHGirarp): 23.05.2024
TOB «Opis-¢papm» 2 ; .

we

Keunar®, posuun amst ingysiit no 200 M1 y IUIANKEX CKIISAHMX AV84/1-2
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CEPTU®IKAT AKOCTI Ne 305-2

Kemnat®

UA/1070/01/01

1 MJI pO3YMHY MICTHTB: KCHTITOMN - 50,0 MT, HATPIO AlleTary
TpHUrIpaT (Y epepaXyBaHHl HA HATPIIO aIeTarT) - 2,6 Mr,
HATPIIO XITOPHY - 6,0 MT, KAIbIO XIOPHILY AUCIApaT (¥

Hazpa mikapcbKoro 3acoby
Homep peectpaliiitHOro moceiraeHHsI

Cwna A1i/aKTHBHICTh

Jlikapceka dopma
Posmip Ta THIT TaKyBaHHI

repepaxyBaHHl Ha KanbI(iio ximoput) - 0,1 Mr, kaiio
xutopu - 0,3 Mr, MarHiio XIopHay rexcariipat (y
repepaxyBaHHl Ha MArHiio Xaopud) - 0,1 mr
posumH ams 1HGpy31H

1o 200 MT y TUIAIIKax CKIIAHHX

Howmep cepii AVI15/1-2
Posmip cepii 34 539 mit.
JlaTa BHpOOHHIITBA 31.01.2025
TepMiH IPHAATHOCTI 0 01.2027

IOpranyHa agpeca

Hazpa mimeHUIN BUPOGHUIITEA T4 KOHTPOIO AKOCTL

AJpeca AUTbHUI BUPOGHHIITRA T4 KOHTPOIIO SIKOCTI

Yxpaina, 03038, a. Knis, Byn. M. Amocora, 10
Ten. (044) 275-01-08, (044) 281-01-01

Bupo6urmanii ouiT «Indy3im TOB «tOpia-dapmy

Jlemaprament koutpoinio sikocti TOB «Opis-dapmy
Yxpaina, 18030, m. Uepxacy, pyn. Kobzaperka, 108
Ten. (0472) 71-00-98

Homep mirensii Ha BUpOGHHUIITBO MKAPCHKHX 3aCO0IB AB 598091
Ceprudirar GMP 087/2023/GMP
Ne XapakTepHCTHKH SIKOCTI Bumoru HJ, MeToau PezyabraT
3m BHIIPOOYBAHL
1 Omnme [Iposopa Gesdaprua piguHa | Bizyanbhuii Biarosifae
2 [nentudikaris
Kenmiron SxicHa peaxis Ha kewniton | In-house Biamnosigae
Areratn SlxicHa peaxuis (d) Ha Ph. Eur. 2.3.1 Bipmoeigae
areTaTH
Kanpmii Slxicha peakuis (¢) Ha Ph. Eur. 2.3.1 Binmoeigae
Kanbli#
Xnopuau Sxicha peakius (a) Ha Ph. Eur. 2.3.1 Binmnosinae
XIIOPHAH
Kamit SxicnHa peaxiis (b) Ha kamii | Ph. Eur. 2.3.1 Binmoeigae
Marmiit SxicHa peakiiist Ha MarHii Ph. Eur. 2.3.1 Binmosinae
Hatpiii SxicnHa peaxtis (b) Ha Ph. Eur. 2.3.1 Binmoizae
HaTpii
3 OCMOTSIIBHICTE Bin 539 moemons/kr 1o 659 | Ph. Eur. 2.2.35 617
MOCMOITE/KT
4 [pozopicTe [ToBuHEH GYTH TIPO30PUM JdY 2.2.1 Bipnosimae
5 Crymiub 3a0apBlIeHHs [osuHen Gyt Gesdappuum | JIOY 2.2.2 Biarnosigae
6 | pH Bin 6,00 mo 7,60 ADY 2.2.3 6,99
7 BisHOCHA B’ SI3KICTH He 6insime 1,60 JOY 229 1,15
8 KinrkicHe BU3HAYUEHHS
Arierar-10H Big 1.777 mr o 1.965 MrB In-house 1,840
1 mn npenapaty
Kemniton Bin475mra052.5Mre 1 In-house 50,6
MIJI TIpETapaTy
Kamii-ion Big 0.149 mr 510 0.165 MrB Ph. Eur. 2.2.22, 0,154
1 M mpenapaty Meton I
Kansiuii-ion Bix 0.034 mr 10 0.038 MmrB In-house 0,036
1 mn npenaparty
Kennat®, pozunn ans iHdy31# mo 200 M1 ¥ TUIAIITKAX CKITTHIX AV15/1-2
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Ne XapakTepHCTHKH SIKOCTI Bumoru HJJ, MeToau PezynabraTn
3 BHIIPOOYBAHL
Marmii-108 Big 0.025 mr 1o 0.027 MrB In-house 0,026
1 v mpemnapary
Xnopug-ioH Bin 3529 Mrno 4313 mre | In-house 3,935
1 M npenapary
Hartpiii-ion Bin 2.935 mrno 3.243 mre | In-house 3,088
1 v mpenapaty
9 O6'eM, IO BUTATACTHCST He MeHIIe HOMIHAIBLHOTO JIDOY 2.9.17 205,3
ob'emy
10 | MexaHiuH] BKIIIOUEHHS
Bumimi wacTHHKH [pozoputi pozuuH, 110 Ph. Eur. 2.9.20 Biamnosiaae
MPaKTHIHO HE MICTHTh
BKIIFOUEHb
Hepunumi 4acTHHKHN CepenHs KITBKICTh Ph. Eur. 2.9.19, 3.3
YacTHHOK He mepeBuirye 25 | Merox 1 0,0
B 1 MI 15 YaCTHHOK
poamipom 10 mxm abo
OinbIIe 1 He MepeBHIIye 3 B
1 M7 A5 4acTHHOK
posmMipoM 25 MKM abo
OlIbIIe
11 | CrepuibHICTE [penapar mae BurtpumyBaru | Ph. Eur. 2.6.1 Biarnosifae
BUNPOOYBAHHS Ha
CTEPMIBLHICTD
12 | BakrepianbHi eHIOTOKCHHH Memnmre 0.25 MO/Mn Ph. Eur. 2.6.14, Bipnoeigae
Metog A
BucHoBok:

Jikapebkuii 3acié Kennat® gpinnorizae eumoram HJI no PIT UA/1070/01/01 i3 sminamu Hakaz MO3 Ykpainu

Ne 468 Big 27.07.2015, Ne 498 Bin 16.03.2023.

Komenrapi:
36epiraru tpu Temrieparypi He Buie 25 °C. He zaMopoxyBatu.

Hum 4 3acsiovyio, ujo Hagedena suufe ingopmayia € Oocmogiproio i mounoro. Lo cepito nikapcovrozo 3acoby 6yio

BUPOGAEHO (BKIIOYAIOYY RAKYVEAHHA/MAPKYBAHHA) supoonudun onimom «Ingysiay TOB «IOpis-ghapm» ma nposedeno
KoHmpoab AKocmi 8 Oenapmamenmi kowmpomio akocmi TOB «IOpia-gapm» y noeuiii sionosionocmi 3 Aiyen3itinumu

BUMO2AMU A NPABUAAMY HANIICHOT BUPOOHUHOT NPAKMUKY, 6CIAHOGACHUMU HAYIOHATbHUM DeZYIAMOPHUM OPEaHOM, d
MaKoiC 8i0NOBIOHO 00 cneyudikayiti, o MICMAMbCA Y PeccmpayitinomMy 00ChE.

[Ipomoxoau supoOHUYMEa, RAKYEAHHA WA KOHMPORo AKOCMI OY0 Nepecianymo ma 6Crmanoeneno eionoeionicme
JYeH3THHUM SUMO2aM WA NPASUAAMU HANCIHCHOT BUPOOHUYOT NPAKMUKIL

YrosHOBakeHa ocoba

TOB «IOpis-apm»

3 IKOCT1

o

I"A. ApraTiok

Kennat®, pozunn ans iHdy31# mo 200 M1 ¥ TUIAIITKAX CKITTHIX

pIT

Cepruginariy

AV15/1-2

17.02.2025
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