JAEPIKIIIKCIIYXBA
AEPIKABHA CJIYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPO.JIIO 3A HAPKOTUKAMM y m. KUEBI

ByJL. bepesuskisceka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Teu. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.uva https://www.dls.gov.ua, Kox € JIPTIOY 37079055

BUCHOBOK
po AKiCTL BBE3EHOro B YKpaiHy Jiikapeskoro 3acoGy

15.09.2020 ' Ne 48038/20/26

BPHMOHAJI 0.2%

(HalMenyBauHa niKapchkoro 3aco0y 3TiAHO 3 peecTpALIHHEM NOCBiASEHHAM)
Kpanii o4ui, pozunH 0,2 % no 10 ma y gnaxoni-kpaneasHuni; no 1 §raKoHy-KpaneabHHII B
KapTOHHIH xopobui

{opma sumycKy, H03YBAHHA, BRI IAKYBAHHA niKapceKoro 3acoby)

Homep peectpanifinoro nocimaenas UA/7532/01/01 crpox aii peecrpauiiinoro mocsimuenns HeoOMeIKeHIH

Cepis nixapcexoro sacoby Ne 3703203 Kinsxicte BBe3€HOTO Nikapeskoro 3acoby 3000
Bupobuux TOB "VHIME]J] ®APMA", Crioauska Pecrry6iixa
(naftvenypanys BHpoOEKa Nikaperkoro 3acoy, KpaiHa NOXOAKCHHN)
Beeseno B Yxpainy TorapucTBo 3 06MekeHo10 BiTnosizanbricTo "Biosabe", inenr. ko
37507592

(naiiveryBanns Ta kox 3a €/IPTIOY jopuandnol 0co6n aGo NpisBHILE, iM'S, 110 GATHKOBI tiznanol
ocofu - mianpuemus, i Micue TpoxuBaHus Ta peccTpauiiimii HoMep 06TIKOBOT KAPTKY MATHHKA
nozxatkis a6o cepis Ta HOMep nacnopTa)

TIpoTokon Bisyaasnore konrponw pix 15.09.2020 N 2807/1.

3a pesynbTaTaMi [epKABHOTO KOHTPONIO BCTAHOBICHO, WO JiKapchkmii 3aci6 BBe3eHO B Yxpainy 32
AOTPHMAHHSIIM BHMOT 3aKOHOJABCTBA 10,10 3a6E3NEYEHHA SKOCTI NiKAPCHKUX 3ac00is.
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Analytical report issued for UNIMED PHARMA Litd.
OrieSkova 11, 821 05, Bratislava, Slovak republic

AxaniTuanui ceprudikar Bujgannii gas TOB « YHIMEJ ®APMA»
By Opiemkosa 11, 821 05 Bpatucaasa Ciopaubka pecnybnixa

CEPTH®IKAT AKOCTI No. 21425/2020 Bix 05.05.2020 p.

Hassa npoayxkuii: BPUMOHAJL 0,2 % wpanai ousi, posann 0,2 % no 10 ma y gaaxoni-
kpaneasanui N 1 /BRIMONAL 0.2% eye drops, solution 0,2% in 10 ml
dropper bottle

Kpaina-supoGuux: CroBauska pecniyfaixa
Bupobuux: "UNIMED PHARMA" Ltd. / TOB « VHIMEJ] ®APMA»
Peecrpaniiine nocsiyenns: UA/7532/01/01 Big 06.03.2018 No 450
Cua aii/aKTuBHICTL: 1 M1 posuuiy MicTHTE: GpUMOHLMHY TapTpat 2 Mr
Jlixapcexa dopma: xpar oyui, pozunn 0,2%
Buy i posmip ynakoBxu: no 10 mx y ¢uakoni-kparenpaui Nel
Homep cepii: 3703203
Po3mip cepil: 20000 yn.
Hara supobaurraa; 14.04.2020
Hara saxingenng
TePMiHY DPHAATHOCTI: 04/2022 :
Hassa ta soMep niuensii; Jliuensis na BUpoOHHITBO ixapeskux 3acobis VL-031/16 rixn 29.11.2016
Agipeca jtinbauni 3 Bupobunurea: sy, Opiciukosa 11, 821 05 Bparucnasa Crosauska peciy6iika
AHaM3 BUKOHANO 301 HO: MK o PIT Ne UA/7532/01/01
Pesyaprarn anaaisis:
IToxasnuxn skocri Jonmycrnmi mesxi Pesyanraru
Ha moment sunyeky | Ha repuiu npuaathocri BHNIPOD
1. Onmc [lposopuii, Tpoxw B's#3kMit pO3UMH 3CICHYSATO- | Bimmguase™ — /0N
JKOBTOI'O KOJIBOPY, 063 BHANMHUX MCXaHIYHHX YacTOK 2 %
2. InenTudikanis Yac yrpumanss wiky OpuMmomijiny Taprpary Ha (Bi
- OpuMoHiginy TapTpar XpoMarorpami BHNPOGOBYBAHOTO  pOZYMHY, SAKHi

IPUTOTOBAHAN JUIS KUILKICHOTO BH3HAYCHHSN, MAae
BULANOBIZATH wacy yTpUMaHHS TiKy OpuMowiginy
TApPTPaTy Ha XpomaTorpadi pO3UMHY CTAHJAPTHOIO
3pa3ka Opumoniginy Taprpary

- DeH3aJIKONIT0 Xaopry Yac yTpuMapHi MiKy OeH3ANKOHIIO XIOpHIYy Ha
XpOMATOrpami BUNPOOOBYBAHOTO  POUMHY, AKHH
UPHTOTOBAHEIT a8 KUILKICHOrO BH3HAYEHHL, Mac
BIANOBI/ATH Wacy YTPHMANHA MKy OeH3AIKOHII0
XIOpHIY Ha xpomarorpadi po3dHBY CTaHIAPTHOLO
3pa3ka OCH3AIKOHIIO XJIOPHAY

- rinpome103a A, YTaopeins ocajy YIpy HarpiBaHHI. HIIDBLLHe :
B. Slxicna peaxitis Bigmosimaetas "7 |/
3. Xlposopicrs Ipenapar mMac HYTH 1po3opum : Binngsigaesies &

4. Koasvoposicrn InTencusricTs 3abapsienHs npenapary mac OyTe He | Bianos AE___ o’

Oinpme etanony GYy

b st Wt &) 5010 scso 7
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Hokazauka gkocti

Jlomyermsi Memi

PesyasTaru

Ha MomeHT BROYCKY { Ha repmin npuaarTHocTi BHIPOOYBaHL
5. 06 em, sxui Bix 10,0 Mt no 11,0 M st doraxonis 06 emom 10 M | 10.2 Mn
BHTHIACTLCH
6. pH 52-6.8 6.28
7. B'ssricre o= 4-10 mllac 9.0 mlTac

8. I'yernna npu

p20 1.003 ~ 1.013 r/em’

1.0073 rfem3

Temueparypi 20°C

9. OeMmOMLILHICTD 270 — 330 mOcm/xr 302 mOcMonp/xr

10. Nomimxu Ha mMoMenT BHITYCKY Ha TepMiH NpHAATHOCTI
S-6pomo-6- He 6inbe 0.1% He 6insmie 0.1% <0.021%
TiOypeioXinoxeaainy m g T B
Inmnsinyansaol | He 6insme 0.1% He Ginsme 0.35% 0.0099%
He3HaiioMol JoMimKn
Cyma nomimok He Binpue 0.3% He Gimpme 0.6% 0.0099%

11. Crepnanuicrs [Ipenapar mac OyTH cTepHIBHAM Bianosiae

12. Kinnkicne
BHIHAYCHHS

Ha momenr Bunycky

Ha repmin npunatuocti

1.9 - 2.1 mr/Mn

1.8 2.2 mr/mn

~BeH3AIKONII0 XaA0pHTY Bix 0.045 mr 10 0.055 mr | Big 0.040 mr o 0.060 mr | 0.0513 mr/mn
B 1 Mu1 ipenapary B | Mz npenapary
-Bpumeoniiiny Taprpary 2.0 mr/mn £ 5% 2.0 mr/mn + 10% 1.97 Mr/ma

Haxysannsa

flo 10 mn ppenapaty

KpaneibHUIl, 3aKpUTIH KOBIAUKOM
Onun

HEPILOIO  POIKPHTTH,

B IJacTHKOBil duiakon-
3 KOHTPOJIEM
(nakon  paszom 3

IHCTPYKII€IO B KapTOHHIK KopoBi.

Bianosiae

36epiranus: 36epiratd B HEIOCTYIHOMY jUld JiTel, 3aXHIEHOMY BiJ ¢BiTAa Micii npm Temneparypi HE BHIIE
25°. He samoposxysary, ITicns nepurore po3kpurts sbepiraty ne 6ibme 28 ai6.

Bucnosox: Ilpenapar sianosigac Bumoram Ne UA/7532/01/01 min 06.03.2018 Ne 450
Conclusion: This product has been accepted according to Specification Ne UA/7532/01/01 06.03.2018 Ne 450

Imx. A. Baprora/ Ing. A. Vargova
Head of Laboratory/ 3as. naboparopit

Analyst:/ Ananitug:

fey

Mrp. T. Heypounn/Mgr. T. Neurotny

Harta nposenenns asanizy: 16.04.2020 - 05.05.2020

Jara supaui nporoxoeny ananisy: 05.05.2020

3assa npo ceprudikauir.

BHPOOJICHO (BKTOHAIOYH 1IAKYBAKHA/MAPKYBAHHS) T8 IPOBECHO KOHTPOME Ti SKOCTI Ha BHIIE3a3HaYeH N
JIIBEMLE ¥ TOBHIH BimoBigHOCT] 3 BuMoramu GMP, BCTAHOBIEHHMHE MICHERMM PETYNSTOPHUM OPraHOM, a

TAKOXK BIUIOBIAHO 10 crienudixariil , 110 MICTATLCH Y peecTpalifiHoMy ROCKE KpaiHH-IMIIOpTepa Ha IipenapaTr
IS NOCTDKYBAHOTO KApCehKoro 3acofy. [1poTokonn BHpOOHUIITRA, TIaKyBaHHs Ta ananisis 6yio
TIEPErfifHyTO Ta BCTAHOBICHO Bianosignicts GMP.

[L03Bin Ha peanizauiro cepii gossossmo: 05.05.2020

Trox. Hozed Ambpo/ Ing. J. Ambro
Maxiseus, AKUH BIANOBIAAE 3a 3abeineyenns AKOOTI JIKIB , ynosHoBaXeHMH 3 akocti/ (QA QP)
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AEPAUHKCIY XKBA
AEPIKABHA CJIVIKBA 3 JIKAPCBLKNX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHU y m. KHEBI

ByI. bepesuskisenka, 29, Kuis, 02098, ren/daxce: (044) 550-23-55, ven. (044) 550-20-55

E-mail: dls kyiv@dls.gov.ua,hitps://www.dls.cov.ua. Kon €JIPTIOY 37079055

BHCHOBOK
PO siKieTh BBe3eHoro B Ykpainy JKAPCBKOrO 3206y

16.03.2021

=

BPUMOHAJI 0,2%

12442/21/26

(HaiiMEHY B RIAPCLEOTO JuC00Y 3riAlo 4 peccTpaiting nocsigieniam)

Kpanai ouni, pozunn 0,2 % o 10 mu Y haakoui-kpanensuui; o 1 daaxony-gpanensauni

KapTouniit kopobni

(apwa sintyery, acsvsaiis, sua TAKYBAHHA HRAPCLROrO 3ac06y)

Homep peectpauiitnoro nocsinsenns UA/7532/01/01 CTPOK Al peecTpauilinoro rnoceinuents HEOOMemKeH it

fice L
Cepis nikapebkoro sacoGy Ne 3707204 Kinbkicts sBE3CHOTO mikapeskoro sacoby 3000
BupoGauk TOB "VHIME] PAPMA", Cnosanpka Pecniy6rika

(HalMeHYBARIA BHPODFiNKA 1 KapPCHIOrD 3ac00y, Kpaita noxoaKeHHa)

Boezeno 3 Vipainy

37507592 '

Tosapuerno 3 o6mexenow Bianosizansiicrio "Bionabe", inenrt, xox:

{HadmenyBanss ta koa 4 CAPITIOY 10pHAR9HOT 0co0H abo npiseume, iM's, 110 O

biost (hiswunof

ocadi - nianpresus, T aicue RPOKHBAHHA Ta peecTpaui i HoMep ofNikoRoY KdpTRE nnaTHIRA

nofaTkin afio cepin Ta Homep nacnopra)

[tporokon sisyansroro wouwrpoae pig 16.03.2021 N 837/2.

30 pesyibTaTAMH  HEPHCHABHOIO KOk QIO BCTANOBNICHO, e  Jikapchkuli  3aci6  peescHo B
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| BEL/NOVAMANN
Komjatickd 73, 940 02 Nové Zamky

tel.. 0905 803 304

Amnanituuna jadopartopis 3

KOHTPOIIIO SKOCTi ’///:\\ S

Reg. No. 031/3-106

Analytical report issued for UNIMED PHARMA Ltd.
Orieskova 11, 821 05, Bratislava, Slovak republic

Anajgiteanuii ceprudixar Bupannii st TOB « YHIMEJL ®APMA»
By.1. Opiemikora 11, 821 05 Bpatucaasa CioBauska pecnybaika

CEPTH®IKAT AKOCTI No. 63624/2020 Bin 04.11.2020 p.

Hazga upozyxuii;

Kpalna-supolHuk:
Bupodnuk;

Peectpaniitne mocsijucHus:

Cuma gif/aktusHicTs:
Jlikapeska Qopva:

Buz i posmip ynakosku:
Homep cepii:

Posuip cepit:

Hara supofuuuraa:

Hara sakinuenng

TEPMIHY TIPHAATHOCTI:
Haaga ta Homep aiueHsil:

Anpeca JinpHHLG 3 BupoOHUITRA!

AHAJI3 BUKOHAHO 3riHo;

Pesyanraru anaizin:

BPHMMOHAJIL 0,2 % xpanai ouni, pozaun 0,2 % no 10 ma y daaxoui-
kpaneapnani Ne 1 /BRIMONAL ® 0.2% eye drops, solution 0,2% in 10

ml dropper bottle
Croganmka pecnyixa

"UNIMED PHARMA" Ltd. / TOB « YHIMEJ{ ®APMA»

UA/7532/01/01 Bix 06.03.2018 No 450

1 M1 po3unny MICTHTE: OPUMOHIIMHY TapTpar 2 Mr

Kparuii oudi, posuun 0,2%

o 10 M y ¢rakoni-kpanensauii Nol
3707204

20000 yn.

19.10.2020

10/2022

Jliuensis Ha BupoOHMUTBO Nikapeskux 3acobis VI-031/16 8ix 29.11.2016

MK s0 PIT Ne UA/T7532/01/01

Byn. Opiemrkona 11, 821 05 bparuciasa Caorauska pecryGiika

Hoxaznuxn axocri

- rinpoMero3a

XpoMarorpami  BunpoOOBYBaHOI0
[PUIOTOBaHUT  JUIs

BIATIOBIIATH  Hacy
XIOpUDY Ha Xpomarorpadi

T TR
3pazka OeH3aIKOHIIO XJIopHay /Of/"’-“’) ;

pO3UHHY,
KUIBKICHOrO BHIHAYCHHA,

A. Y1BOpCcHHS ocagy IpPH Har 1@3 HHI =

AKHG |0

mag|

YEpHUMAUHsE u»tk{ _E)"eﬂ?.amcmmo_' ;.
NN ;

Honyerumi mesxi Pesyabramu
Ha MoMeuT BHNIyeKRy E Ha vepumin npupaTHocTi BINPOOyBaHb
1. Omme IHposopuii, Tpoxu B's3xkult po3uuMn 3ejienysarto- | Bigmosijae
XKOBTOI'O KOIBOPY, 0e3 BHAMMUX MEXaHIYHHX YaACTOK
2. Lienrudikania Yac yTpumanHA Iiky OpuMoHiziny Taprpary Ha | Bianosijae
- OpuMoHiainY TapTparT Xpomarorpami BUOpoGOBYBAHOTO PO3YMHY, SKHI
OPHrOTORAHMI JUIS KUIBKICHOTO BH3HAYEHHS, Mae
BiAMOBIiRATH 4Yacy YTPUMAaHHA TKY OpUMOHIIiHY
TAPTPATY HA XpoMarorpadl po3dHHY CTAHAAPTHOIO
spa3ka OpuMoNiliny TapTpaTy
- GeH3aJIKOHII0 XJI0PHI Yac yrpuMapHst MKy OcH3aIKoHIIO XJopuay Ha | Bimmosiiac

Guibe eranony GYy

b. JSlkicha peakiiis "Biﬂ{lo}_g}g@af
3., 1lposopictn Ilpenapar Mae ByTu uposopm}\\ \ ./ Bijanosijae
4. Koanoposiers [ireHcuBHicT: 2adapBneHus 1 Biammosinae

B . w45




TMoxazgnkn sKoeTi Jonycrimi mexi Pesyaprarn
Ha MOMEHT BHIIYCRY l Ha tepmid upmIaTHocT BHIPOOYBANE
5. 00 em, axui Rix 10,0 a1 o 11,0 a1 i drraxonis o6 emon 10 aur | 10.2 Ma
BHTHIACTBCS
6. pH 52-6.8 6.11

7. B sakicrs

Mo~ 4-10 mllac

8.8 mllac

8. TI'yeruna npn

p20 1.003 — 1.013 r/ead’

1.0081 r/em3

KpameaeHull, 3aKpHTIH
NEPIIOro  PO3KPHTTA.

Onus

KOBIIAYKOM 3 KOHTPOIEM

duiakoH  pazoM 3

IHCTPYKUIEIO B KapTOHHIH kopobii.

temueparypi 20°C
9, OcMoagapHicT 270 — 330 MOcm/kr 299.5 MOcmob/KT
10. Jomimku Ia MOMEHT BHIIYCKY Ha TepMil IpRIaTHOCTI
S-6pomo-6- He 6ianme 0.1% He 6inpme 0.1% <(0.021%
TIOYpeiioxinoKea iny
Inpusinyaanuol He 6imsine 0.1% He 6inpme 0.35% 0.0259%
Heznaiiomol foMilKH
Cyma /toMimox He binsue 0.3% He Ginwie 0.6% 0.0259%
11. CrepuabHicTs [Iperiapar Ma€ OYTH CTEPHIBHUM Bianosizac
12. Kiziskicue Ha MOMCHT BUIIYCKY Ha repMiH TPUIATHOCTI
BHIHAYCHHS
-GeH3aIKOHII0 XJIopHAY Bix 0.045 mr xo 0.055 mr | Biz 0.040 mr o 0.060 mr | 0.0507 mr/vn
B 1 M1 nipenapary B 1 MJ Ipeniapaty
-OpUMORIZINY TADTPATY 2.0 mrivn £ 5% 2.0 mr/yt £ 10% 2.046 mr/vn
1.9 2.1 Mp/™M 1.8 — 2.2 mr/mint
[axyBanns o 10 Mn mpemapary B  [iacTHKOBiM duraxon- | Biamosizae

36epiramms: 36epiraté B HEAOCTYTHOMY Jijist AiTel, 3axuiMeHOMY BiX CBiTja micui npwm Temileparypi e BUIIE

25°, He 3amopoxysatu. Ulicis neproro po3kpurrd 36epiratu Be Oinsure 28 aib.

J

Bucnopox: [Ipenapar signoeizac suvoram Ne UA/7532/01/01 Bix 06.03.2018 Ne 450

Conclusion: This product has been accepted according to Specification Ne UA/7532/01/01 06.03.2018 Ne 450

Tk, A. Baprora / Ing. A. Vargova :
Head of Laboratory/ 3as. naGoparopii /'

Analyst:/ AnamiTax:

*ﬁ:f A /
/

Mk, JL.Ianaiio6a/ Ing. L. Halajova

Hara nposenenns ananisy: 21,10.2020 - 04.11.2020

Jlata sujaui nporoxo:y asanizy: 04.11.2020

3asBa npo cepTHPIKALIO.

1M 5 3acBiAdyI0, IO HaBeleHa BUILe indopMallis € JOCTOBIpHOIO Ta ToyHo0. 1o cepito mpoaykuii Gyio
BHPOBIEeRO (BKIHOYAOYH 1KY BAHHA/MapKyBAHHS) Ta IPOBEIEHO KOHTPOIb if SKOCTI HA BUDIC3A3HAYCHIH

AUTLHMIN ¥ TOBHIR BiamosigHocTi 3 BuMoramMu GMP, BCranoRIEHEMHE MICUCBUM PEryJISTOPHUM OPraHoM, a
TaKOXK BIZIIOBIHO A0 crenmbikaliif , Io MICTATECA Y peccrrpaniﬁﬂoaiy JI0CKHE Kpaluu-iMIIopTepa Ha npenapay

I ﬂOCJ’Ii}I}I\}’BaHOE 8] J'ElKﬂpCbKOi’O 3&'306}’ IIpOTOKOﬂH BIprOOZIE‘IIL['Ba II&KYB&HHSI Ta aHadi3iB 6}’!10

NeperiasHyTO Ta BCTAHOBIEeHO Binposianicts GMP.

Hossit Ha peasnizamiro cepii mozsosmsazo: 04.11.2020

Irox. Mosed Ambpo/ Ing. J. Ambro
daxisens, skuii Bianosigac 3a 3afesiicycHns SKOCTL JTIKIB ,

T

= 5

ﬂomﬁﬁw 3 %&A Ti/ (QA QP)
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JEPXUNIKCITYXXBA
JEPHABHA CJIYXBA 3 JIKAPCLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

syn. Bepeanaxincuxa, 29, Knis, 02098, ton/daxc: (044) §50-23-55, ven. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.unhttps://www dls gov.ua, Kon €JIPTIOY 37079055

BHCHOBOK
npo skicrs BBe3enoro B Ykpainy Aixapeskoro 3acofy
27.05.2021 ' Na 29331/21/26
BEPHUMOHAJ 0,2%

{aliscrymario Aikapcsxoro 3acofy 3rinne 3 poccTpatifiomd nocalricis)
xpanii ouni, posunn 0,2 % no 10 ma y gaaxoni-xpaneasuuni; no 1 $ankony-Kpanean it
B Kaprouniii kopobui

. (popran muITycxy, AOTYBAIHE, BT NBKY BUIRA AlkapcLxoro 3acofy)

Homep peccrpaittnoro nocaimeri UA/T532/01/01 crpox ail pecctpauifinoro nocsindenn HeoOMexeHu i

Cepin sixapcaxoro 1acoby Ne 3701214 KinsxicTs snerenoro aixapesxoro sacoby 1200
Bupobunx TOB "YHIME]J] ®APMA", Cnosantka PeciryGnixa _
(nafsciysanss supobinma Aixapeaxoro sacoby, xpainy noxoxsciia)
Bseleno » Yxpaluy Tosapucrso 3 obmexenow pianosizaasuicno "Bionabe", aesr. xoa:
37507592

{rafcrysaima T8 xoa 38 CAPTIOY opwarnol ocoln afo npimuue, in's, no Gamsxosi
me-nm“m,ﬂuiakewmaﬂpmwﬁkmdmucpmi
KRPTEH (ATHRKSE BOARTXID 860 Copis TH HOMCD DacnopTa)

Mporoxoa siryaruuoro kowrpomo sia 27.05.2021 N 175372,

3a pOIYALTETAMN ACHAEBHONO KOMTDOMIO BCTAHORACHO, IO  Aikapchinil 3acif mecxcwo » Yxpalwy 3
AOTPHMAHHNEM BruOT JAXOHORARCTEA WIOAO 15CINCHENHA AKOGT] nixapcuxix 3acobin.

__ Muxona XOJIOJEHKO
Malilﬂml (initdamn T nplasuuc)
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Komjaticka 73, 940 02 Noveé Zamky :
tel.: 0905 803 304 !

Analytical report issued for UNIMED PHARMA Ltd.
Orieskova 11, 821 05, Bratislava, Slovak republic

Anaxitnanuii ceprudikar Bujganuii s TOB « YHIMEL ®APMA»
Bya. Opicmxosa 11, 821 05 bpatuciapa CiooBaubka peciybiika

CEPTU®DIKAT SIKOCTI No. 4816/2021 Bia 08.03.2021 p.

Hazsa tipoaykuii: BPUMOHA.I 0,2 % wpani ouni, pozuns 0,2 % no 10 ya y daaroni-
' kpanceabauni Ne 1 /BRIMONAL ® 0.2% eye drops, solution 0,2% in 10
ml dropper bottle

Kpatna-supoduuk; CroBansKa peciyd:iika

Bupodnux: "UNIMED PHARMA" 1.td. / TOB «YHIME]J] ®APMA»
Peccrpaniiine nocri(ueHHsL: UA/7532/01/01 8ix 06.03.2018 No 430

Cuia ji1/akTHRHICTD: 1 M1 pO3YMHY MICTHTH: OPHMOHIIMHY TApTpaT 2 Mr

Jlikapcbska Gopma: kpairii ouni, po3uns 0.2%

Bt po3Mip YIIAKOBKH: o 10 a1y drrakoni-kpanesnnuam Nel

Howmep cepii: 3701214

Posmip cepil: 20000 yn.

Jara pupodHuUTRA! 18.02.2021

Jara 3akiguenHs

TePMIHY IPUIATHOCT: 02/2023

Hassa Ta nozep aineHsil: Jinensis Ha BUpoGHULTEO TiKapehkux 3acobin VL-031/16 8in 29.11.2016
Anpeca ginbuund 3 BupoGuuurea: By Opicmikosa 11, 821 05 bparuciara C:roBanbka peenydilika
Ananiz BHKOHAHO 3T1IHO! MEKSI go PIT Ne UA/7532/01/01

Pesvaprari anaaizin: ) o
| TMokasnnKy sIKoCTi AJoryerimi Memxi Pesyabrary
: Ha »oyenTt BHIIYCKY | Ha repwmin npuaarnocti BHIIPOOYBAHD

1. Oummne o [Tpozopuit, Tpoxu B #3KHH PO3UHH  3C/ICHYBATO- Bl'm/oy\:/(’ g

JKOBTOT0 KOJbOpY. 03 BIIMMUX MEXAHIYHHX JaCTOK s \]:
2. Inentudirkanis Yac yTpuMaHHs MKy OpHMOHLIIHY Taprpary Ha
- OpHUMOHITIHY TApTPaT XpoMarorpami  BHITPOOOBYBAHOTO — pPO3YMHY,  SKHH
OpHrOTORAHWIT Ui KITBKICHOTO BH3HAUCHHH, Mac
BiUTOBIZATH wacy VIpHManus LKy OpHMOHimiHY
TapTpaTy Ha XpoMartorpadi pO3uUMHY CTAHIAPTHOTO
3pa3ka OpHMOULIIRY TapTpary :.
- GCH3ATROHII0 XJIOPH/L Uac vipuMaHHs iKY OCH3AIKOHIIO XITOpHAY Ha | Binmosizac 1

| XposmaTorpami  BHIPOOOBYBAHOTO — PO3UHMIY, HKHH . ‘

npurotoBanmmil JUIL  KUTGKICHOIO BH3HAYCHHS, Mac Y
L BULIOBL@TH  dacy vTpuManHs 1iKy OeH3aIKOHi0 '
XJIOpHLY Ha XpoMarorpadi pO3UMHY CTaHJIapTHOTO )
i 3pazka OSN3AIKOHIIO XIOPHLY il _ !

- rinpoMeaosa A, Y1BOpels ocay [IPH HarpiBaHHi. | Bigmopinae 1
L B. SlxicHa peaxuis Bianosiyae

3. Ilposopicrs Tlperrapat ma€ OYTH 1IPO30PHM Biurosiiac

4. Koasopoictn | IsrencusuicTs 3adapsienus Upenapaty Mac OyTH HE | Biamosinae

| O1bue erasrony GYy |

% i ////W 9/4/ M. %, M%//
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MokazHUKH sIKOCTI Hdonycrami Meri Pesyabrarn
Ha momeHT BRIy CcRy | Ha repwmin npmarsocri BHIPOdYBanD = *
5. 06 em, sxuil Biz 10,0 M 10 11,0 M s paaxonis 06 exom 10 v 10.0 mu
BHTSIACTHCS
6. pH 52-68 6.23
7. B'sakicTe Nn20= 4-10 mllac 8.6 mlla.c
8. T'vermna npu p20 1.003 — 1.013 r/ex’ 1.0085 r/em3
Temueparypi 20°C
9. OcMoasibHicTs 270 - 330 mOcwm/xr 307.5 MOcyouw/Kr
10, Tomimkn I1a MoMenT Bumycky Ha repmin npuiarnocri
5-6pomo-6- . He 6imbie 0.1% He 0ustie 0.1% <0.021%
_Tioypei1oxinorca tiny
Injnsinyaashol He 6iabine 0.1% He 6inbuie 0.33% 0.0382%
He3HAHoMOoI JOMINIKH j o
Cyma gomimox i He 6iapme 0.3% He O1pm1e 0.6% 0.0382%
| 11. CrepuabHicTts [Tpemapar Mac OyTH cTepu LM Bimrosixae
12. Kiabkicue Ha moveHT Bunycky . Ha repmin npuaarnocri
BH3HAYCHHH
-densaiaronio Xa0puy Bix 0.045 mr 1o 0.035 mr ¢ Bix 0.040 mr 10 0.060 Mr | 0.0492 /s
B 1 Ma npenapary 81 lpenapary
-OpuMoOHIIHY TApTpaTY 2.0 mr/a1 £ 5% 2.0 mr/ma = 10% 2.016 Mr/aet
C1.9-2.1 mr/vn 1.8 = 2.2 Mr/ma ‘ B
Hakyranns Ilo 10 Ma wpenapary B muactuxosift ¢uaxon-  Bixnosijae
KPalCIbHUIL, 3aKPHTIH KOBIIAYKOM 3 KOHTPOJIEM |
liepwioro  poskpurTs.  Onum ¢uiakon  pasom 3
| IHCTPYKIIEI) B KAPTOlHIE KOpoOI.

gOQpiFﬂHHH 3()(’.911‘&'[1{ B HCJAOCTYIHOMY LT ,'IIFCII 3AXHHICHOMY Bl,_[ CBITIIA MICTI LpH it\intpdT‘\ pl HE BHIIC
25°. He samoposkysaru. TTicis nepiuoro poskputrs 36epiratu He 6iiisiue 28 16,

Bucnosor: Ipenapar sianositac Bumorav Ne UA/7532/01/01 Bix 06.03.2018 Ne 450
Conclusion: This product has been accepted according to Specification Ne UA/7532/01/01 06.03.2018 No 450

Iz, AL Baprogra/ Ing. A. Vargova /’
T & yo Sl
Iead of Laboratory/ 3as. naGopatopii {4{%/
Analyst:/ AnaaiTuk:
WMux. J.Tanafioda/ Ing. L. Halajova
Hata nporesienss ananizy: 18.02.2021 — 08.03.2021

JlaTa Bu1a4i npoToKoay anaiizy: 08.03.2021

3assa npo ceprudirauiro.
Inv st 3acrindyio, mo Haseena BULLe IHGOPMALIS € JOCTOBIPHOK Ta TOUHOW. 110 cepito NEday I
BHPOOICHO (BKIIFOYAIONH MTAKYBAHIIS/ MAPKYBaHHs) Ta TPOREICHO KOHTPOIIb 1T AKOCT] HA BHILEIATFATCHIL
UTBHALI y HOBHiH BijioBinsoCTi 3 BuMorayu GMP, netanoniemmm MiciieBuM pery TATOPHHM OPratoM, a
TAKOXK BIAMOBLIHO 10 cricnndikaiit . 1o MicTaTses y peecTpalifiHoMy JI0Che KpaiHu-iMIIOpTepa Ha Npelapar

U1 I0CIILIKY BRHOTO JKapCLKOTo 3aco6y. [[poToKkosiM BAPOOHHIITEA, MAKYBAHHS T4 aHANI3IB V.10
IEPErISHYTO Ta BCTAHOBICHO Biosianicts GMP,

Hossin Ha peasizaniio cepii gozso:stio: 08.03.2021

Irok. Hosed AmBpo/ Ing. J. Ambro { o P
axisellb, skuil Binnosizac 3a 3a6e3nieuGHis HK’{O\_T! ;
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