NEPKABHA CJYXBA 3 JIIKAPCBKHUX 3ACOBbIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMU y m. KUEBI

ripos. Hanii CeiTnnunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK
npo sIKicTh BBe3eHOoro B Ykpainy JikapcbKoro 3acody

09.01.2024 Ne 589/24/26

YHUIAT

(HaftmCHyBasHA AKAPCLKOTO 3acoBy 3riAHO 3 peccTpauifiHAM NOCBIAUCHHAM)
kpanai ousni, pozunH S0 Mxr/mano 2,3 May daaxoni-kpanensuuui; no 1 gaaxkony-
KpaneibHHI B KapToHHiA Kopobui

((hopMa BUNYCKY, JO3YRAHHA, BHI NEKYBAHHA JIKAPCLKOTO 3aco0y)

Homep peecrpauifinoro nocsingenns UA/14038/01/01 crpok aif pecctpauifinoro nocsiaueHns HeoOMEeXeHNH

Cepis nikapcekoro 3acofy Ne 4453233 KinbkicTs Bee3eHoro aikapcexoro sacoby 900
BupoGHuEK TOB "Yuimen @apma", Croaubka Pecnybnika
(nadimenypansa supobivka nikapebkoro 3acoly, kpaina (IOXOAAKCHHSH)
Baeseno 8 Yxpaity ToBapucTpo 3 00MEKEH0I0 BiINOBIAILHICTIO "hioaadce", inent. Kou:
37507592

(aiisenysanns ta xoa 3a CAPTIOY wopstananoi ocodu aGo npianuile, in's, o OaTbKOBI
(hizHuHOT 0CoOH - HIANPUEMLE, 1T MiCLE IPOAUBAHHA Ta peectpailiiiuit nomep 0baikosol
KAPTKM TTNATHHKA 10AaTKis al0 cepis Ta nomep nacnopra)

Mpotokoa sizyansnoro kourposo sin 09.01.2024 Ne 75/6.

-

3a pe3ynsTatamMu  IEPHABHOrO KOHTDOMO BCTAHOBAEHO, IMO niKapcbEAf jaci6 BBe3eHo B YKpaiHy 3

ib‘éf bKHX 3aco0is.

HDTPH MAHHSIM BUMOI 33KOHOAABCTRA 1010 3a0e3NeyeH s AKOCTI N
/ F

Muxona XOJIOJEHKO

(niamuc} (iniiiians Ta npi3BMILE)
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Analytical report issued for UNIMED PHARMA Ltd.
Orieskova 11, 821 05, Bratislava, Slovak republic

AHaniTnunuit ceptudikar Bugatuin ana TOB «YHIMER ®APMA»
Byn. Opicwxosa 11, 821 05 Bparucnasa CrioBaukka pecnydnika

CEPTUOGIKAT AKOCTI No. ABH46238 Big 20.12.2023 p.

Hazsa npogykuii: YHINAT, kpanni o4Hi, posunH 50 mkr/mn no 2,5 mn y chnaxosi-kpanenbHuui Ne 1/
UNILAT, eye drops, solution 50 mcg/mi in 2,5 m! dropper bottle
KpaiHa-BupobHUK: Cnosaubka pecnybnixa
Bupobruk. "UNIMED PHARMA" Ltd. / TOB «YHIMEL] ®APMAY
PeecTpayiite NocBiAueRHS: Ne UA/14038/01/01 sip 23.01.2020 No 148
Cvna piifakTueHICTL: 1 M PO3UMHY MICTUTE NaTaHoNPOCTY 50 mKkr
flikapchbra dopma: KPanmi QYK
Buz | po3mip ynakosku: 1o 2,59 MN y hnakoHi-kpanensHuyi Noi
Homep cepi: 4453233
Poamip cepit. 6000 opn.
Nara eypobuuyrsa; 28.10.2023
[lara 3axkinyeHHs
TEPMIHY NPUAATHOCTI: 1012025
Haaga 1a HOMeD NiLeH3I: fliyensist Ha BupobHMLTBO Nikapebkux 3acobis VL-031/16 81a 29.11.2019
Anpeca pinbHKdi 3 BYpobHvyTaa: syn. Opiewxosa 11, 821 05 bpatucnasa, Cnosatibka pecnybriika
AHan3 BUKOHARG ariHo; MKA Ne UAS14038/01/01 sig 23.01.2020 No 148
PesynbraTty aHanisis:
flokazunuky axocTi | HonycTnmi mexi Pesynkrati
Ha MoMmeHT BURyCKY Ha TepMiH npnaaTHoCTI BUnpobysaHb
1. Onuc Fiposopun, beabapeuui po3unH 683 MexaHiuBuX BKAYEHD Bignosinae
2. InenTudikauin 1. Hac yipuManHs  niky naraHonpoctTy  Ha  xpomarorpamax | Bignosipae
- nataHonpocT BUNPODOBYBAHOFO POAUMHY, AKWA NPUrOTOBaHUK ANS  KINbKICHOMO
BUIHAYCHHSA, Mac BIGNOBIRATH HACY YTPUMAHHA NIKY NaTaHONPOCTyY Ha
XPOMATOrpaMax PO3uMHy CTAHAADTHOIO 3paska

_12. Yac yTpumanHs nNiky NATAHONPOCTY  Ha  xpomarorpamax | Binnosinae

- BeH3a e O] R YTpMaHHs TRy OeH3ankoHio xnopuay Ha  xpomarorpami | Bipnosinae
X ANPOOOBYBAHOIO  POJMWHY, SIKMA  MPHIOTOBAHWK  [NR  KINbKICHOIO
BU3HEUEHHS, Maec BiANOBIAATH 4aCy YIPUMAHHA nNiky OEH3ANKOHRD

XNOpUAY Ha xpomarorpadi po3unHy CTaHAApTHOMO 3pa3ka BEH3anKOHI
Xnopuay
3. Tposopictk [penapar Mae byt npo3opum Binnosinae
4. KonbopoBiCTb IHTeHcuBHICTL 3abapsrienns npenapaty mae Oyt He Oinble | Bignosigae
eTanoHy Bg ol e
5. O6'em, sKuin Big 2.5 mn po 2.8 M7= m-Kuis 125 LT e 2.6 mMn
BATSIAETLOH : R P\ A 5
6. pH 6.2-6.9 6.65

Cher )y




floKasHuKY AKOCTI Jonyctumi mMexi Pesynbrari
Ha MomenT BHUnyCKy Ha TepMin npupaTHocTi Bunpobysats
7. [yctuHa (p20) 1.005 — 1.030 ricm3 1.0083 ricm?®
8. OcMonanbHICTD 250 — 320 MOcmikr 267 .0 MOcm/kr
9. Homiku Ha MOMEHT BUIYCKy Ha TepMIH NMpUaaTHOCTI
Howmitixa naradonpocT | He binsiie §.40% He Binswe 1.0% <0.2%
BiNlkHa KMUCA0Ta
Oomimka 5,6 -Tpanc- He Binstue 0.50% He Ginble 1.0% <0.05%
NaraHonpocT
Homiwka 15 (S) - He dinbwe 0.50% He binbiwe 0.50% <0.05%
TlaTaxsonpocT
HeigenTudrikosani npogvkry | He binbwe 0.5% He finble 0.50% <005 %
perpagauii
Cyma nomiuiox He binbiue 1.0% He dinbie 1.50% <02%
10. CTepuneHicTs Hipenapar mae byTu cTepunbHuM Bignosigae
11. KinskicHe Ha MOMEHT Bunycky ‘Ha TepMiH npugatHocTi
BU3HAYEHHS 0.1 mrimn £10%
-Den3asnkoHiio xnopuay Bin 008 mrno0 11 mr Bin 0.08 mr no 0.11 wmr 0.093 mr/mn
B 1 Mn npenapary B 1 M npenapary
- NaTaHonpoCTy 50.0 mkr/mn £ 5% 45.0 - 52.5 mKrimn 51.47 mxrimn
47.5 - 525 mxrimn
[NakyBanHA Mo 2.5 Mn npenapary y nRRacTUKOBOMY (hnakowi-kpanensHuy, | Bi Anosigac
33KPUTOMY  KOBM&MKOM 3 KOHTPONeM Neplioro poskpurta. Mo 1
(DraKoHY-KPENEnsHUL 3 THCTPYKUIEKD N0 MEAMUHOMY 3aCTOCYBAHHIO y
KAPTOHHIA kopobU.

36epiranua: 30epirat y HEROCTYNHOMY AnA fiTeR, JaXWLEHOMY BIA CBITNA MiCLj B OpUriHanbHIf ynakosyj.
Ho nepuworo sigkpuTTs: 36epirat npu Temneparypi 2 °C ~ 8 °C. He 3aMopoXyBaTy.

Hicnn nepuoro BinkpuTTs: 36epirat npu Temnepatypi He Bhile 25 °C,

Hicna neptwuoro sigkpuTTa 36epiratv He Binblwe 28 nib.

Bucnosox: [Ipenapar sianosinac snmoram MKSI Ne UA/14038/01/01 Bia 23.01.2020 No 149

Conclusion: This product has been accepted according to Specification Ne UA/14038/01/01 23.01.2020 No 149 i
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fara nposenerys aHanisy: 31.10.2023 - 20.12.2023 1

lara sugaui npotokony axanisy: 20.12.2023

3anBa npo cepTudikayi.
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Lium 51 3aceinuyio, wo HasegeHa suwe indopMais ¢ AOCTOBIPHO Ta TouKOK. Lo cepito npogykuii b1 BH@__:, /f;gr /
(BKNIOHGIOMM MAKYBAHHA/MAPKYBAHHS) Ta NPOBeAEH) KOHTROSL H AKOCTE Ha BUlLe3azHaueHI AinbHuL kO " -hggigéo%ﬁg
Bumoramu GMP, BCTaHOBNEHUMM MICUEBMM PErYNATOPHAM ODFAHOM. 3 TaKOX BIANOBIAHO A0 cneyudik -'“ﬂ‘Tbcﬂ y

PeecTpaLiMHOMy AOCKE KpaiHM-iIMNOpPTEpPa Ha npenapar Ans AOCNIKYBAHOTO NiikapChKoTo 3acoBy. [Juton

naKyBaHHA Ta aHanisie OYno NepernaHyTo T3 BCTaHOBNEHO BiANOBIAHICTL GMP. "
ety f
. u L] i i ;_:‘_“}":"\"”"' - b TR I R o
flo3sin Ha peanisauiio cepii possonsio; 20.12.2023 / Bo LM E NS
\ 5. B9 PHARWN \ \
Marictp sayk, BapGiopa I'ywexosa / Mgr. Barbora Hudekové g, }




