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AHaniTHuuuit ceprudirar supannit gaa TOB « YHIMEL PAPMA»
By Opiemrxosa 11, 821 05 Bpatucaapa Crosanbka peciydiixa

CEPTH®IKAT AKOCTI No. ABM70866 Bin 18.09.2024 p.

BPUMOHAJ 0,2 % wpanai o, pozuin 0,2 % mo 10 ma y duraiconi-
kpaneasununi Ne 1 /BRIMONAL ® 0.2% eye drops, solution 0,2% in 10
ml dropper bottle

Cnosaupka pecnybirika

"UNIMED PHARMA" Ltd. / TOB « YHIMEJ DAPMA»

UA/7532/01/01 Bin 06.03.2018 No 450

1 MJ1 pO3UUHY MICTHTDL: DpHMORiLMHY TapTpaT 2 Mr

Kpanii ouni, postrn 0,2%

no 10 yn y diaxoni-gpanensbHuii Nol

Hasea npoayxuil:

Kpaia-supobuui:
BupoGHsuk:

Pecerpatiitne nmocsimuennn:
Cina piifakTuBHicTb:
Jlixapewska (opaa:

Bua i poasip ynakopku:

Homep cepil: 3717241
Poauip cepilt 20000 yn.
Jlara sipobnuyrsa: 26.08.2024
Jara zaxinveuns

TePMIHY NPHAATHOCTI: 08/2026

Jineusis na npoGusiurso Aikapeokix 3acobis VL-031/16 sin 29.11.2016
syn. Opiewwosa 11, 821 05 Bparxcnasa Caosauska pecny8inika
MIST o PIT Ne UA/7532/01/01

Hazpa ra Hosep ninenzii:
Anpeca AinbHALI 3 BHpobiULITBA:
Ananiz RUKoHAHO 3rinHO:

PesyasTarTn analisin:
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orasmurkn axoceri Jonycruai ymexi Pesynnratn
’ Ha moyent Bunyeky | Ha Tepmin npugariocri BINpOGYBAD
1. Omanc [Tposopuii, ‘rpoxu 8'azkuii  po3umH  3enedysaro- | Bignosinac
JKOBTOrO KONELOpPY, 03 8HAHMIX MEXAHIUHHN H4aCTOK
2. InenTadiranin Yac ytpumanna niky Opumoniminy rtaptpary Ha | Bianosinac
- Bpumoniminy ‘raprpar XpomarorpaMi  BHNPOOOBYBRHOTO  PO3UMHY,  SIKMil
NPHroToBaHui ANS KiLKICHOrO BU3HAMEHHSH, Mac
BIAMOBIAATH Yacy YTPHMAHHS iKY OpuMOHIRIHY
TapTpaty Ha Xpomatorpahi po3unHy CTaMHAPTHOrO
3pa3ka OPHMOHIAIHY TapTpaTy
- Densalronito Xnopug Uac yrpumanus niky Oenzankouilo Miopufly Ha | Binnosinae
Xpomarorpami  BHNpoGOBYBAHOTO  pO3UMHY, SKHI - )
NPUrOTOBAHKA  ANS  KiINbKICHOTO BH3HAYEHHA, Mae T
BigriosipaTy wacy yrpHmauius nixy OcH3ankolio ’ '
XJIOpHIY Ha XpoMmarorpaldi po3uHHY CTalHapTHOro P " .
3pazka OeH3aTKOnII0 XJIopily :
- rinpomenosa A. YTBOpCHHS Ocamy npy narpisauti, BIJJ.H’OBJII'IC I
B, SxicHa peakuis Binnopinae” 1
3. 1IpozopicTn [Tpenapar mae 6yTH Npo3cpHM Bianoeinac .
4. KoasopesicTs [uTencupnicts 3abapsienns npenapary mac 8yta He | Bignopinag™-- i-on -
Ginbine eranoly GYa N =
Mokasunkn sikoeTti Honycruffrhsentt ' 7 110 | PPN T Pegy s
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Ha »omMeHT BUNYCKY | Ha Tepnin npunaraocri BHIIPODYBARD
5. Of enr, saii Big 10,0 st a0 11,0 mn zas paaxonis o8 emom 10 ma | 10.1 an
BHTSICACTHCS
6. pH 5.2-06.8 6.28 ~
7. B'asricrn o= 4-10 mllac 9.3 mlla.c
8. Dycrina upn pz0 1.003 - 1.013 r/em® 1.0088 rfcm3
Temneparypi 20°C
9. OcaoasabHicTh 270 - 330 mOcwm/ur 306.0 mOcyonn/Kr
10. Jomimikn Ha MoMeHT BHIYCKY Ha repMib npunartocTi
5-bpono-6- He Ginbwic 0.1% He Ginbiue 0.1% <0.05%
Tioypeigoxinokeaginy
Inpneinyansuol He 6inbwe 0.1% Ie dinbwe 0.35% <0.05%
Hesuaiiomol gomimky
Cyaa jomimox He 6inswe 0.3% He Ginbuie 0.6% <0.05%
11. CrepuAbHICTE [Tpenapar Mac OyTH CTepHNBIEM Bianosinac
12. Kinoricue I1a MOMEHT BHIIYCKY Ha TepMin npupatHocTi
BIZHAYCIINS
~Bensaixkoniio xnopuay Bix 0.045 mi no 0.055 srr | Big 0.040 mr a0 0.060 mr | 0.050 mr/am
B | MN mpenapary B | a1 npenapaty
-6puEMmouiginy Taprpary 2.0 mr/vm & 5% 2.0 mr/mn £ 10% 2.01 mr/nn
1.9 — 2.1 mr/an 1.8 — 2.2 mr/ain
ITakysanus [lo 10 mn npenapaty B nnactxkosii (axon- | Bianosinae
Kpaneibuumi, 3aKpuTiii  KOBHAUKOM 3 KOHTPOJICM
nepworo po3kpHTTS. Ok (uiakoH pasom 3
IHCTRYKUIEIO B KapToiltiil kopobui.

36epirannn: 36epiratht B HCAOCTYNHOMY ANA JUTCHi, 3axiulcHOMY BilL citha Micui npy TEMOepaTypi He BHIIC
25°. He samopoysarii. [Ticna nepiioro poskputrs adepirati ue Ginsuie 28 1i6.

Bueunosor: Ipemapar sianosixae sumoras Ne UA/7532/01/01 Bin 06.03.2018 No 450
Conclusion: This product has been nccepted according to Specification Ne UA/7532/01/01 06.03.2018 Ne 450
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Hara nposenenns ananisy: 28.08.2024 - 18.09.2024 |

Mara puaaui nporokosny ananizy: 18.09.2024

3asiBa upo ceprudiranito.lliy s 3acsinuyio, o Hase)eHa sHe iHhopMalLis € 10CTOBIPHOIO Ta TOHHOIO.
Liio cepito mpoay kil 6ysno BrpobacHo (BKIIOUaoty NaKyBaHHI/MapKyBaHHS) Ta IPOBCACHO KOHTPOE T
AKoCTi HA BHiye3asnavenili AinsHNL ¥ nosHil signosianocTi 3 suMoramiu GMP, BCTAHOBACHHMK MICHCBHM
PEryASTOPIKM OPFraHoM, @ TAKOM BiANOBIAHO 10 cnelH(iKaLil . wo MICTATLCH ¥ peecTpauiiiHoMy 10Che
KpalHH-IMIOPTEPA HA NpENapaT ANA AOCHIUKYBAloro Jikapeskoro 3acofy. [TpoTokont sBHpoGHALTEA.
naKysatHsa Ta ananisis 6yno nepernsHyTo Ta BCTaltopicHo Bianopianicts GMP.
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Ho3ssin na peanizauilo cepii gossonsio: 18.09.2024

ot Al s,
Marictp wayk, BapGopa Tywexkosa / Mgr. Barbora IHisekovd “\-'5;‘,,.,_, PR et
taxiseu, skl BiAToBinac 3a 3alezneterns SKOCTI NIKIB , ynoBHOBMKCHNTT 3 AKOCTI/ (QA QPYL ~




