D-09.07-006

CEPTH®DIKAT AKOCTI Ne 2425-1

Haspa mMKapcEROTO 33006Y

Homep peecTparifHOTO NOCEiATars
Cuna gii/akTHBHiCTR

Jlikapceka opma

Poamip Ta Trn naxypaHrs

Homep cepii

.Posmip-cepii

JHara pupo6unnrea

TepMin mpUAaTHOCTI A0

IOpuiansa anpeca

Haspa sinbHiii BUpoSHHTITES Ta KOHTPOIO SKOCT1

Allpeca AUIEHANI BHPOSHIIITRA T KOHTPOJIIO AKOCTI

JTATPEH®

UA/6388/01/01

1 M1 poguHRy MICTHTB: 0,5 Mr meRTOKCHDIniHY
Posaun gns indyaiit

ITo 200 My y TomamTrax CRmsapisy

BH123/1-1
38.808 rur.
15:09.2023
09.2025

Ykpaina, 03038, m. Kuis, nyn. M. Asocosa, 10
Tex. (044) 275-01-08, (044) 281-01.01

Tert, (0472) 71-00-98

Bupotmmuit onit « abysisy TOR «HOpis-bapm»
Henaprament xonTpomo sxocti TOB «FOpis-dapyy
Yxpaira, 18030, m. Uepxacy, Byn. KoGzaporka, 108

Howmep niLiensii Ha BrpoGHmITRG THEAPCHKHX 2ac0018 AB 598091
Ceprudicar GNP 004/2022/GMP
Ne XapakrepucTHKH AKOCTI Bamorn IIJT Metoau Pezynbratu
n BHOPOOVBAHE
|} Onnc Beabapsumii a6o amerxa Bisyannumii Bianosigae
HOBTYBATHH TIpozopii
_ _ PO3UHH
2 | lnerrndixaris
Ilenroxcnpinin A Ha xpomarerpami Fh. Eur., 2.2.29 Bianoginae
BHIPOSOBYBAHOIO PO3THAY,
ollepXKaHi# mig yac
IIpOREIeHHS BHITPOGYBaRHA
38 INMokasHHKoM «Kinpxice
BH3IHAUEHHA», Yac
YTPHMYBAHHA OCHOBHOTO
TiKa Mae BIINOBITATH 9acy
YIPHMYBAHHA OCHOBHOTO
TIka Ha XpOMaTOrpami
PO3YHHY TOPI BHSHES _ _
B. Axicna peaxnig ba In-house Bianoeigae
KCANTHHH
Harpiii HxicHa peaxnia {b) ma Ph.Eur, 2.3.1 Bignosigae
TN arpiii
opmi M Hxicha peaxnis (b) na xaniii | Ph. Eur, 2.3.1 Bixnosizae
A B, ,O{‘; AxicHa peaxiia (b) Ha Ph. Eur, 2.3.1 Binnosinae
gf \® NG KaIbITij
E S0 Ifa{g&ﬁ%‘** 3 AxicHa peaxuin (2) ma Ph Eur.,2.3.1 Bianorinae
. Wk : p >
3 &&\ i e XICPHIH
THy O [ SIKicHa peakIlia Ha JIAKTATH Ph. Eur., 2.3.1 Biamorigae
3 3abapeneHns npenapary mae. | Ph. Bur, 222, Binnosinae
H 0% . .
Ty ByTH He iATeHCHBHIMEM 23 | Metox IT
e eranoy Yo
4 IIposopicte IIpenapar Mae 6yTH DY 221 Bignorinae
TIPO3OpPIM
5 I pH Big 5.00 mo 7.50 JdY 223 6,43
6 Cymposinai moMimin
Homimka A (Teafipomin) He 6impme 0.1 % Ph. Eur, 2.2.26 Hisreie menxa
IrHOpPYBaHHS
Homimka C (reodirin) He Ginpme 0.1 % Ph . Eur, 2229 He susamneno

Jarpen®, posunn s irdrysil 0,5 Mo 1o 200 M ¥ TULIIKEX CRIASEITY
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A

No XapakTepucTuku aKocTi Bumoru HJI MeTtoau Peayneraru
3/ BHNPOGYRBAHL
Hominka F (kodein) He 6inpme 0.1 % Ph. Bur, 2.2.29 0,01
Jomimxa J He 6inrmre 0.1 % Ph. Eur., 2.2.29 He snasineno
Hecnienmdikorani zoMimmxm Koxmoi gomimxn He Ginkme | Ph. Eur., 2.2.29 0,06
0.1%
CyMa JoMIlTox He Gursme 0.5 % Ph. Eur, 2.2.29 0,16
7 OeMOISUILHICTE Bin 240 mocymons/kr o 294 | Ph. Bur, 2.2.35 260
MOCMOIL/KT
8 Bawxi metanu He Surpnie 1 ppm ADY 248, Memre 1 ppm
METOH A
9 KinrxicHe Brsmauea
Tenrokcudinin He memime 0.475 mri me Ph. Bur, 2.2.29 0,498
Blrbire 0.525 mr e 1 M
npenapary
10 | OB’em, mo BATATAETECH He MeHITe HOMIHAIEHOTO HDY 2917 2053
of'emy
11 | Mexamigui BRIOYEHHST
Bugumi wactimy Tpcsopuii posuny, mo Ph. Eur, 2.9.20 Binnorigae

TPaKTHIHC HE MICTHTE
BEJIOYeHD

Hernmumi ugcTruxH Cepeas KInbKicTs
JaCTHHOK HE TIEPEBHINYE 23
81 Mi o vacTHHOK
posMipom 10 mEm abo
Oineme i ke mepermnye 3 &
1 v o wacTHHOK
poamMipoM 235 MM abo
OLIbIIe

ITpemapar mae BHTPHMYBaTH

BRENIPOOYBAHHS Ha
CTEePHIBHICT

Meriue 0.875 MO/MT

Ph Eur. 2919, |20
Metoq 1 0,0

12 | CrepunpHicrs FPh. Eur 2.6.1

Biamorigae

13 | BaxTepiateHi eHIOTOKCHHE Ph. Eur, 2.6.14,

MeTon A

Bignosigae

BuchnoBok:

niKapenknii iacié JATPEH® _BianoBinae pamoram T no PIT HJY no PTI Ne UA/6388/01/01 3i sminoio Hakaz MO3
Yrpainu Ne 2669 pin 18.11.2020, 3i aminoio Hakaz MO?R Yikpainu Ne 490 gig 14.03.2023.

Komenrapi:
3Gepiratt upw Temriepatypi He Buitte 35 °C. He samMopoxysati,

Lum 2 3aceiouyio, wo naeedena sutije inghopmayia e docmosiproro i mounow. LT cepiio Rikapcokoso 3acoly Gyao
aupobaeno (simouaiony NAKYEAHNA M GPRYBAHHS) GUPOGHINUM JONImOM «Ingpysiny TOB «FOpia-gapm» ma nposedeno’
KORmpoIy ARGemi ¢ denapmamennt xonmpomo axocmi TOB «fOpin-ghapm» y nosuitl sidnosionocmi 3 xiyensitnumu
GUMOZANU MG APASUNGMU HANEHICHOT SUDOGRINOT APAKMIKY, 6CManosIeNIML HAYIOHAMLHIUM PEZYIANOPHUM OP2ANOM, ¢
maxKosxe 8i0nosidno Jo cheyudiixayitl, o Micmambos Y peecmpayitinomy docee.

Hpomoxonu eupotinuymsa, naxysanus ma KORMPONO AKOCIL. GYNIO HEPEZTAHVMG MQ 6CHANROEIEN GiOR0SIONIcHD
Riyensifinum aumozam ma HPAGUWIAMY HARCOICHOT BUPOOHUHOT NpaKmiKLL,

Y HOBHORAMEH GCoGY

% HKOCTI 04.10.2023
TOB «¥Opisa-dapaoy
Tatpen®, posai fiita iHpyik 0.5 BHI123/1-1
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CEPTHODIKAT AKOCTI Ne 2737-1

Hazpa nixapesroro zacody

Homep peecrpaniiioro noceifgenns
Cuna gli/axTHemicrs

Jikapenka diopma

Poamip Ta THIT maxyBaHESL

Houep cepii

Poawmip cepii

Hara BupobHuea

Tepmid APUAATHOCTI KO

IOpumrHa agpeca

Ha3pa ninbHuIi BHPOGHAIITEE T2 KOHTPONIO SKOCTI

Alpeca JLTBHULL BHPOSHELTEA T4 KOHTPOIIO AKOCTI

JTATPEH®

UA/6388/01/01

1 mn posynHy MicTHTE: 0,5 MU leHToRcH(piTiny

Pozuuz st indysiii
TTo 200 mMn y TUTANTIAX CRITAHIN

BH133/1-1
39 192 .
07.10.2023
10.2025

Yxpaina, 03033, m. Kuie, Bynm. M Amocora, 10
ten. (044) 275-01-08, (044) 281-01-01

BupoGHuumii ioHiT «lHdyzizy TOB «IOpig-hapyy

JlemapramMeHT KOHTponro AxocTi TOB «IOpis-gapmy

ten. (0472) 71-00-98

Yxpaina, 18030, M. Tepracy, pyn. KoGzapcbka, 108

Homep ninensii Ha BUPpOBSHHITBO MKapCehiHX 2acobis AB 598091
Ceprudixar GMP 087/2023/GMP
Ne XapakTepHCTHKH AKOCTI Buvoru HJ| MeToau PexyanTatu
3m BHIPOOYRAHEL
1 Onue Bestappauit abo anerxa Bisyansauit Bianosinac
JKOBTYBATHIH Tposopuit
PO3UMH
2 | Inenrudixamsa
Tlenroxcupinin A. Ha xpomarorpami Ph. Eur,, 2.2.29 Bixropinae
BUMPOOOBYBAHOIO POIUHHY,
OepEAHINA T wac
MpoBeNeHHA BUMPOGYBAHH:
32 ToKazHHKOM «KimbKicHe
BU3HATCHHAY, Y8
YTPHMYBEHHA 0CHOBHOTO
TliKa Mac BUITIORITATY Yacy
YTPHMYBAHHS OGHOBHOTO
X4 HA XPOMATOTPAMI
PO3YHHY HOPIBHSIHES
B. SxicHa peakris na In-house Bianosinae
KCAHTIHI
Hazpii SxicHa peaxiis (b) Ha Ph. Eur, 2.3.1 Biamnosigae
?;" R o HATPIH
ATEOPMI 5 AN SHxicna peaxma (b) wa xamiif | Ph. Bur,, 2.3.1 Bignopingae
o B q%;" Sxicua peaxiia (b) Ba Ph. Bur, 2.3.1 Binnosigae
QLo vy A KanbIn#H
W\{ o B SkicHa peakiia (a) Ha Ph. Eur., 2.3.1 Bianosinae
\ Jau ©g XIOPHIH
mﬂi"" 49% SIxicHa peaKiis HA TaKTaTH Ph. Eur, 2.3.1 Bipnoeinae
3 3abapenenHs npenapary mae | Ph. Eur., 2.2.2, Bignoeinae
Oipg-07 6yTH He IHTEHCHRHIMTHM 38 | MeTox 11
T €TI0 Yo
4 TIposopicte [Ipenapar mae 6yt APy 221
TIPO2OPHM
5 pH Big 5.00 mo 7.50 JdY 2.2.3
6 CyITPOBITHI ZOMINTKI
Jovimea A (TeoSpoMiH) He 6inpme 0.1 % Ph. Eur, 2.2.29
Jovimxka C (Teodimin) He 6irpmie 0.1 % Ph Eur, 2.2.29

Narpen®, pozann st iadyziit 0,5 M/ 1o 200 MN Y TANIKAX CKITAHIZG

/ 65 el ASO56 & 22

Z5

laves
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"oy 3

No XapaKTepHCTHKH AKocTi Bimorn HJI, Meroau Pesynntato
3/ BHNPOOYRAHE
Hovimxa F (kodein) He Ginpime 0.1 % Ph. Bur., 2.2.29 0,01
Homimxa J He 6inpime 0.1 % Ph. Eur., 2.2.29 He sismneno
Hecnermpikosani JOMIUIIKE Koxnoi gomimkn ge 6inemie | Ph BEur., 2.2.29 0,04
0.1%
Cyma noMiInox He 6inpmie 0.5 % Ph. Eur., 2.2.29 0,1
7 | OcMonsmeHicTh Bix 240 MocMOTH/KT 10 294 | Ph. Bur, 2235 | 260
MOCMOIIL/KT
8 Baxkl MeTanu He 6insmie | ppm JDY 243, Menme 1 ppm
MeTod A
9 Kinwxicre BH3HAYEHHS
Tesroxerduuin He meaute 0.475 Mri He Ph. Eur,, 2.2.29 0,495
Gurpme 0525 Mre 1 M
TIperEpary
10 [ O6’eM, 110 BUTATAETRCA He mMennre HoMiHATEHOTO JDY 29.17 204
oblemy
11 | MexamiYii BKITFOYEHHS
BuauMi vacTHHENT Tposopuii poaysH, Mo Ph. Eur, 2.9.20 Binnorinae

TIPAaKTHIHC HE MICTHTE
BKNIOUEHB

Hepmzmn YacTHHEL Ph. Eur., 2.9.19, 3,5

meToz 1 0.0

CepeiHs KUIBKICTh
YACTHHOK He lIepeBHILye 25
B 1 My Qs 4acTHHOK
poamipoM 10 miar ado
OibINe 1 He NepeRHIIye 3 B
1 M1 AN YACTHHOK
po3MipoM 25 MKM abo
OLnEIIE

12 | CrepunbHiCcTh Hpenapar mMae surpumyeatn | Fh Eur, 2.6.1 Bianosinae

BANPOOYB3HES HA
CTEPHILHICTE

13 | BakrepiantHi eHIOTOKCHHM Menme 0.875 MO/ Ph. Eur,, 2.6.14, | Bignosigae

MeTom A

Bucuorox:

Jikapebknii 3aci6é JIATPEII® pinnosinae usoram HHA no PTI UA/6388/01/01 3i aminoio Haxaz MO3 Yikpaiun Ne
2669 Bin 18.11.2020, 3i sminoo Haxas MO3 ¥xpainu Ne 490 sia 14.03.2023.

Komentapi:
36epiratu pH TeMIepaTypl He Bie 25 °C. He saMopoxyBaTH,

Llunt 2 3ac6i0uyio, wo nasedera auwje indopmMayia € docmosipraio i mounoio. Lo cepiio nikapcexozo 3acoly Gya0
BUPCOIEHO (BRMOHMIONN RAKYSaHHA/MapRysani i) eupofrtun jonimou «Indnysiny TOB «fOpin-ghapuy ma nposedenod
KORMpOoAs sixocmi & Jenapmamenmi konmpono axeeni TOB «FOpia-chapms y nosuitl eiénogionocmi 3 Aigensiinumu
GUMOZAMI B0 NPABUAAMY HAACHCHOT GUPOBHUHOL NPAIMIKY, SCHIHOGEHUMY HAYIONATbHUM PESYAAIMOPHUM OP2GHOM, &
MARONC Gionoeaiono do cneyugiratiil, wo Micmamocs y pecempayifitomy Oocne.

Hipomoxoinu supobHUYMEa, RAKYEARIE MA KOHMPOMIO AXOCHE BVI0 REPeZIsHYMO i 6CHHARORNICHO 810N0GIONICHTD
HYeHIIHINUM GUMOZAM IMa NPABUAAMU HAIEHCHOT GUPODHIMOT MpAKIMUKY.

Y nopHOBaKEHA ocoba
3 STKOCTL
TOB «IOpia-hapam»

BEIE-] e




P-09.07-006

CEPTU®DIKAT AKOCTI Ne 1908-2

Ha3zpa nikapcbkoro 3aco6y

Homep peecTpauifiHOro NOCBiA4EHHS
Cuna Jii/aKTHBHICTh

Jlikapceka popma

Po3mip Ta THN NaKyBaHHs

Homep cepii

Po3mMip cepii

JlaTa BHPOOHHIITBA

Tepmin npuaaTHOCTI 710

OpuanuHa aapeca

Hazpa AinbHHLI BHPOGHHIITBA T2 KOHTPOJIO AKOCTI

Ajipeca AiNbHHLi BHPOGHHLITBA Ta KOHTPOJIIO AKOCTI

JIATPEH®

UA/6388/01/01

1 M1 pO34HHY MICTHTB: 0,5 Mr IEHTOKCH(LIIHY
PozunH Ans iHpy3iH

TIo 200 M1 y MIALIKAX CKISHHX

BH103/1-2

32734 wr.

06.07.2023

07.2025

Yxpaina, 03038, m. Knig, Byn. M.Amocoga, 10

Ten. (044) 275-01-08, (044) 281-01-01
Bupoduuunii nenaptameHT TOB «IOpig-dapay
JlemapraMeHT KoHTponko sxkocTi TOB «¥Opisa-bapm
VYkpaina, 18030, M. YepkacH, Byn1. KoG3apchbka, 108
Ten. (0472) 71-00-98

Homep miteHzii Ha BHPOGHHIITBO MiKapChKHX 32C00iB AB 598091
CepTHipikat GMP 004/2022/GMP
Ne
3m XapaKTep".ﬂ"K" Bumoru HJT Merou PezyanTaTu
AKOCTI BHIIPOOYBaHb
1 Omnuc BezbapeHHH 260 2NMerka KoBTyRaTHH | BizyansHu# Binnoerinae
TPO30PHIT PO3UHH
2 Inentudikaris
[TentokcHbinin A. Ha xpomarorpami Ph. Eur., 2.2.29 Binnosigae
BHIIPOGOBYBAHOIQ PO3UHHY,
OfieprKaHif Mif| Yac MPOBEAICHHS
BHIPOGYBAHHA 32 MOKA3HHKOM
«KinbkicHe BH3HAUCHHAY, Uac
YTPUMYBAHHSA OCHOBHOTO IiKa Ma€
BIINOBIAATH Yacy YTPHMYBaHHs
OCHOBHOTO MiKa Ha XpoMaTorpami
PO3UHHY MOPIBHAHHS
B. fIkicHa peakiyisi HA KCAaHTHHH In-house Bignorigae
Hatpiit SxicHa peakuis (b) Ha HaTpiH Ph. Eur.,2.3.1 Binnosigae
Kaniit MxicHa peakuis (b) Ha KaJii Ph. Eur., 2.3.1 Binnoeigae
Kanpuift SxicHa peakuis (b) Ha KanbLiH Ph. Eur.,2.3.1 Binnosigae
Xnopuau SkicHa peakuis (a) Ha XIOPHAH Ph. Eur.,,2.3.1 Binnoerigae
JIaKTaTH SKicHa peakulis Ha TaKTaTH Ph. Eur., 2.3.1 Bignosigae
3 CryniHb 3a6apRICHHA 3a0apeieHHs penapaTy Mac 0yTH Ph. Eur., 2.2.2, meTox Binnoerinae
He IHTEHCHBHIIIIHM 33 €TAIOH Y3 i
4 ITpo3opicTh Ipenapat Mae GYTH OPO30PHM Jay 2.2.1 Binnorinae
5 pH Bix 5.00 mo 7.50 JOY 2.2.3 6,50
6 CynpoBifiHi JOMIIIKH
Jlomimka A (TeoGpoMiH) He 6inbiue 0.1 % Ph. Eur., 2.2.29 He rusiBIeHO
Jomimika C (Teodinin) He Ginbuie 0.1 % Ph. Eur., 2.2.29 He BusBncHO
Jomimka F (xodein) He 6inbiue 0.1 % Ph. Eur., 2.2.29 Hukue mMexi
ITHOPYBAHHS
Jomimmka J He 6inbime 0.1 % Ph. Eur., 2.2.29 He Busgencuo
HecnenugikopaHi 1oMi MKH KoxHoi pomituks He Ginbie 0.1 % Ph. Eur., 2.2.29 0,03
CyMa JOMIIIOK He Ginpme 0.5 % Ph. Eur., 2.2.29 0.1
7 OCMOISILHICTh Biz 240 mocmonb/Kr 0 294 Ph. Eur.,, 2.2.35 255
MOCMOJL/KT
8 Baskki Metain He 6inbme 1 ppm JADY 2.4.8, meTon A Menure 1 ppm
9 KinbkicHe BH3HAUCHHS &
Ienrokcudimin He meHme 0.475 Mr i He Ginbrue Ph. Eur., 2.2.29
0.525 mr B 1 Mn npenapary
10 QOG’eM, IO BUTATAEThCS He MeHIIe HoMiHAJIBHOTO 06'eMy JDY 2.9.17
11 MexaHiuHi BKITIOYCHHS
BHANMI 4aCTHHKH TIpo3opHii po3uHH, O NPAKTHUHO Ph. Eur., 2.9.20
HE MICTHTb BKJIIOUEHD

Jatpen®, pozunn ans iHPy3iH 0,5 Mr/mn mo 200 M1 y MIIAMKAX CKISTHIX




P-09.07-006

Ne
3m XapaKTep“.ﬂ"K" Bumoru H/| Metom PezyanTatu
SKOCTI BHIIPOOYBAHB
HeBHOHMI HaCTHHKH CepeniHs KiNBKiCTh YaCTHHOK He Ph. Eur., 2.9.19, 2.2

NepeBuIye 25 B 1 M And yacTHHOK | MeTop 1 0,0
po3mMipom 10 MkM aGo GinbIue i He
NEpPEBHIYe 3 B 1 MII A0S YACTHHOK
po3Mipom 25 MKM a60 GinbIue

12 CTepHIBHICTh IlpenapaT Mae BUTPHMYBATH Ph. Eur., 2.6.1 Binnoerinae
BHIPOGYRAHHA Ha CTEPHIIBHICTD

13 BakrepianbHi €HIOTOKCHHH Menme 0.875 MO/mn Ph. Eur., 2.6.14, meton | Bignosimae

A
BucHoBoKk:

gikapebkuii 3acio JATPEH® pinnorinae eumoram HJT no PIT Ne UA/6388/01/01 3i 3minoro Hakasz MO3 Ykpainu
Ne 2669 Bin 18.11.2020, 3i 3minoto Hakaz MO3 Ykpainu Ne 490 gig 14.03.2023.

Komenrapi:
36epiraru mpu Temreparypi He Buiie 25 °C. He 3aMopoyBaTH.

Hum 52 3aceiouyio, wo Hasedena euule ingopmayia € docmosiproio i modnow. 1o cepito aikapcorozo 3acoby Oyno
BUPOOBICHO (BKAROHQIOHY NAKYEAHH L/ MAPKYBARHA) sUpooHutum Oenapmamenmom TOB «FOpia-apms ma nposedeno
KOHMPOIL AROCHI 8 denapmanenmi konmpomo axocni TOB «FOpis-gpapmy y nosuiti gidnogionocmi 3 AiyeH3iiinumu
BUMOAMY MA NPABUAAMY HANEHCHOT BUPOOHUHOT NPAKMUKY, BCMAHOBICHUMYU HAYIOHATbHUM PeZYIAMOPHUM OP2aHOM, O
MaKoXc 6i0NoGIOHe 00 cheyuikayis, w0 MICMAMbCA Y PeECmpPayitinomy 00Cbe.

Ipomoxonu eupodHuymea, NAKYBaHHA Ma KOHMPOSO AKOCMI BYI0 NePE2IAHYMO MA 6CIMAHOBNCHO 810N0BIOHICHD
NIYeH3ITHUM BUMO2AM A NPASUNAMU HANCHCHOT BUPOOHUYOT NPAKMUKIL

24.07.2023

YnoBHOBakeHa ocoba
TOB «}Opist-apm» @g/ L. Apramio

Jatpen®, pozunn ans iHPy3iH 0,5 Mr/mn mo 200 M1 y MIIAMKAX CKISTHIX




P-09.07-006

CEPTU®DIKAT AKOCTI Ne 1279-1

Haspa mikapcbKoro 3acoby

Homep peecTpaliiitHOro moceirieHHsI
Cuia Aii/aKTHRHICTD

Jlikapceka popma

Po3mip Ta THII NaKyBaHHA

Howmep cepii

Posmip cepii

JlaTa BHpOOHHIITBA

TepMiH IPHOATHOCTI 1O

IOpramuHa agpeca

Haspa mimeHUIN BUPOGHUIITRBA T4 KOHTPOIIO IKOCTL

Anpeca AIMTBEHUI BUPOSHUIITBA T4 KOHTPOIIO SIKOCTI

Homep mitensii Ha BUPOSHUUTBO TIKapChKUX 3ac001B

Ceprudixar GMP

JATPEH®

UA/6388/01/01

1 M1 pozumHy MicTHTE: 0,5 MT eHToKcuimuy
Pozumn mus indysii

[To 200 M1 y MIAMKaX CKISHIX

BH53/1-1

39233 mT.

03.05.2023

05.2025

Yxpaina, 03038, m. Kuig, Byn. M. Amocora, 10

tern. (044) 275-01-08, (044) 281-01-01
Bupo6mimuunii nenaprament TOB «IOpisa-dapm»
JemnapramenT kouTpono saxkocti TOB «Opig-dapuy
Yxpaina, 18030, M. Uepxacu, Byn. Kobzapcrka, 108
tern. (0472) 71-00-98

AB 598091

004/2022/GMP

No
3/m

XapakTepHCTHKH
AKOCTI

Bumoru HJI

Metoan
BHIIPOOYBAHL

PesyabraTn

Omuc

Besbappruit abo 2nerka
JKOBTYBATHI Mpoz0opHii
PO3UNH

BisyanpHui

Bignopinae

Tnenrudikarns

[MenTokcudinin

A. Ha xpomarorpami
BUMPOGOBYBAHOTO POUHHY,
ofiepKaHIN i vac
TIPOBENeHHS BUIPOCYBaHHs
3a TToKasHuKoM «KinbKicHe
BU3HAUEHHA», 9ac
YTPUMYBaHHA OCHOBHOTO
MKa Mae BIITIOBIIATH Yacy
YTPUMYBAHHSI OCHOBHOTO
MKa HA XPOMATOTPaMl
PO3UHHY TOPIBHSIHHS

Ph. Eur, 2.2.29

Binnoeinae

B. SkicHa peakins Ha
KCaHTHUHA

In-house

Binnopinae

Harpiii

Sxicha peakins (b) Ha HaTpiii

Ph. Eur., 2.3.1

Biamnosigae

Kamii

Sxicha peaxius (b) Ha kamit

Ph. Eur., 2.3.1

Bianosigae

Kaneiit

Sxicha peakuist (b) Ha
Kanblni

Ph. Eur., 2.3.1

Biamnosigae

Xnopuan

SlxicHa peakuis (a) Ha
KIOPHON

Ph. Eur,, 2.3.1

JlakTarn

SlkicHa peakis Ha TAKTATH

Ph. Eur., 2.3.1

Cryrmisb 3abapBIeHHS

JabapplieHHs [IpernapaTy Mae
OyTH He IHTEHCHBHIIITNM 38
eTaJIoH Y~

Ph. Eur.,, 2.2.2,
meTo 11

fo o 4
J° Bmae \

.,,T HOBli‘aS@‘

1‘6’ '(1’3 *
2 s\ e’

Blz[rro i %
A xo 3

[Mpozopicts

[Ipemapar mae O6yTH
TIPO30PHM

DY 221

RN

Jatpen®, pozunn ans iHPy3iH 0,5 Mr/mn mo 200 M1 y MIIAMKAX CKISTHIX




P-09.07-006

Ne
3fn XapaKTequTuKu Bumoru HJT Merom PezyanTaTH
AKOCTi BHNPOOYBaHL
5 | pH Bing 5.00 go 7.50 JDOY 223 6,74
6 | CynpoBigHi ZOMITIKH
Jominrka A (TeoGpoMiH) He 6inpme 0.1 % Ph. Eur, 2.2.29 Huxae mexd
ITHOPYBaHHS
Jominka C (teocimim) He 6inpime 0.1 % Ph. Eur, 2.2.29 Hinkue mexi
1THOPYBAHHS
Jowinka F (kodein) He 6impme 0.1 % Ph. Eur, 2.2.29 0,01
Jomimka J He 6inpme 0.1 % Ph. Eur., 2.2.29 He BrsBneno
HecmetmdixoBaHi JOMITIKH Koxwuoi nomimki me 6inpute | Ph. Eur., 2.2.29 0,03
0.1%
Cyma JOMINIOK He 6utpime 0.5 % Ph. Eur., 2.2.29 0,07
7 | OcMOISIBHICTE Bix 240 mocMOoIs/KT 10 294 Ph. Eur., 2.2.35 255
MOCMOJIL/KT
8 | Baxki metamn He 6inpme 1 ppm JDY 2.4.3, Menmre 1 ppm
Mmetom A
9 | KinbkicHe BH3HAYSHHS
Tlentoxcndimu He menmie 0.475 Mri ue Ph. Eur,, 2.2.29 0,495
oinbIre 0.525 MrB 1 M
TIPETApATY
10 | OB eM, MO BUTATACTHCS He meHIe HOMIHAIBLHOTO JDOY 2.9.17 204
ob'emy
11 | MexaHIuHI BKIIOUEHHT
Biyrmi yacTHHKH [posopwii posuuH, 1o Ph. Eur., 2.9.20 Biamnosigae
MPAKTHYHO HE MICTUTh
BKIIOYEHD
Hepunumi 4acTHHKH Cepennst kuthkicTh yacturok | Ph. Eur., 2.9.19, 0,8
He niepesutye 25 B 1 mt quist | metox 1 0,0
JACTHHOK posmMipoM 10 mMrm
abo DINEINE i HE TIePERHIIYE
3 B 1 MM IS YACTHHOK
posmipom 25 MM abo
OlnbIme
12 | CrepuipHICT [penapar mae Butpumyeatin | Ph. Eur., 2.6.1 Bignoeizae
BUMpPOOYBaHHA Ha
CTEPUIBLHICTh
13 | BakrepianbHi eHAOTOKCHHH Menmre 0.875 MO/mn Ph. Eur., 2.6.14, Bianosigae
MeTONm A
BucHoBok:

gikapebknii 3acié JATPEH® sinnorinae eumoram HJI no PIT Ne UA/6388/01/01 3i 3minoro Hakas MO3 Ykpainu
Ne 2669 Bin 18.11.2020, 3i 3minoto Haxaz MO3 Ykpainn Ne 490 Big 14.03.2023.

Komenrapi:

36epiratu mpu Temreparypi He Buiie 25 °C. He 3aMopokyBaTH.
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Lunm 5 3aceiouyio, wjo Hagedena eutye ingopmayis € docmosiproro i moyroio. Lfio cepito mikapcokozo 3acoby 6yio
BUPOOAEHO (BKIIOUAIONUY NAKYEAHHA/MAPKYBAHHA) supoonudunm denapmamenmon TOB «IOpis-papms ma nposedero
KOHMpOIb SKOCHi 8 Oenapmamenmi kowmpomio akocni TOB «IOpis-hapmy y noeniti gionogionocmi 3 AitjeH3itinumu
BUMOAMU A NPABUAAMY HANCIHCHOT BUPOOHULOT NPAKMUKY, ECIMAHOBIEHUMU HAYIOHATbHUM De2yIAMOPHUM OP2aHOM, d
MAKONHC 8I0NOBIOHO 00 CHeYUDIKAYTT, U0 MICHIAMBCA Y PeECMPayilinoMy 00CbeE.

Ipomoxonu supobruymea, NAKYEAHHA Wa KOHMPOTO AKOCMI BYI0 NEPE2IAHYMO MA 6CIMAHOBNCHO 810NOBIOHICHTb
TYen3HHUM UMO2AM Ma NPAGUIAMY HAACHCHOT SUPOBHUYOT NPAKIMUKLL

YnopHOBaxkeHa ocoba
TOB «IOpis-dapmy

19.05.2023

C R I'' A ApraTiok
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