JEPKABHA CILY2KBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KNIBCHKIA OBJACTI

npos. Ceitnuynol Haxil, 3, m.Xuin, 02099, ten/thaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €APIIOY 37078774

BUCHOBORK
Npo AKicTH BBE3eHOro B YKpaiHy dikapcbKoro 3acoby

16.10.2023 Ne 50203/23/10

JYONPOCT

- -{Hﬂﬁﬂél.{}’.ﬂ‘.ﬁilﬂﬂ Aikapckkoroe 3acoby 3rigao 3 peccrpauii‘n'ﬁm-nnéaimemmnﬂ
KpaisH o4Hi, po3yns no 2,5 Ma y gurakeri-kpaneasnuui; no 1 drakony-kpaneasHumi y
KAPTORHIE Ropobiui

(thopMa BHNYCKY, RO3YBARHA, BHE HAKYBAHHN MIKapebKoTo 3acoby)

Howmep peectpaniitroro mocsinuenns UA/15824/01/01 crpox nii peectpauiiinoro nocsigdenss 01.01.2099

‘Cepin nixapcekoro 3acoby Ne 2315381 Kisitxicrs raezeHoro tikapepkoro 3acofy 240
‘Bupobuux. K.T. Pompapm Komnani C.P.JL, Pymydis
(raiiMenynanus BHpoOHNEA RiKapeskore 12cody, kpailda NoXomKEHHA}
‘Baeseno B Yipainy ChrinbHe YKPaiHCLKO-eCTOHCHKE NITAPHEMCTBO ¥ GopMi TOBAPHCTEA
3 o0MexeHolo Bignopigansnictio ' Onrima-@apm, JITA", igexr. xon:
21642228

(HafimerryBanHs Ta koA 3a €JIPTIOY wopyamnol ccaby abo npizsnme, in'y, no Gateresi disiec]
ocoby - pianpuemug, 11 MicHe MpORKUBIHAS TA pecctpat(ifiuiii HoMep ofRiK0801 KapTXE NATHIKA
noaarkis afo cepist Ta HoMep nacnopTa)

TIIporokrex sizyansuoro Kenrpoaio six 13.10.2023 N: 3230/5.

'3a  pesynbTaraMi  EEPKABHOTO KOHTPONIO . BCTAHOBAEHO, IO nikapeekwii - 3acib .BRedeHo ¥ VEpaiHy 3
_,E[DTPHMHHHHM-BHMUI" 3AKOHOZABCTER LOAO 3afe3neteHHs AKkocTi MKAPCHKEX JacobiR,

_ Tpuna TIATIAMAP

R T LN




| R TRV AT <Za\.

Tel: +4 (021} 350 48 40; 300 77 80; 306 77 &1
-Fax: +4 {02%) 3504641, E-meil; ofita@rompharm i

. $5.C. Rampharm Company S.R.L. - Romania, lifov, 75100 Otopent, i, Erolier, Nr. 1A, N
CLH: RO 14398646, RC: J23/1321/2004 _ S
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g

nepeﬁﬂdé 3 pyM YHCOKO]
Kod ¢ropmu: AC-Pelib-6 F12 ed |

CEPTHU®IKAT BUTIOBIIHOCTT

Ne: V1
[IpomyxT:

Cuijia iit/aKTHBHICTS
Buyrpiwniii koa

Kpaina imnoprep:
Bracuuk PIT:

Peectpauiline nocsiguenus/Ceprudixar peecrpaitii B kpaiui

nNpU3HaYeHns No:
Cepis:
Jlara BupoGupnraa
Tlpuaatauii no;
3arafibHa ceprudikoBaHa/BUNYeHA KiTBKiCTE
Kinexicts a1 npogaxy/aucTpudyi:

AJpeca aBTOPA30BAHHX BUPOSHHUMX AIAFHOK Ta KOHTPOTIO:

Alo3Bi Ha BHPOGHUIITBO Ne (15 BUPOGHUUMX AUTEHOK T4
KOHTPOIIIO:

Cepruixat() GMP Ne Ha BUpoSHAUMX AimaHKax Ta
KOHTPOMIO: |

Ceprudixar Sxocri No/nara nonaetoes:

Kowmenrapi / Hpumitku / Bigxunenns

AYOIIPOCT, wpaini  oumi, poswmm,

Mmxr/mMa  + Smr/ma, me 2,5 Mo y

noniernsieHoBoMy duaakoni 3 npobroio-

‘KpaneJIbHANEI0; 1o 1 duiakeny y kaproumiii

Kopobui
SOMKr/mMn natasonpocty + 5 Mmr TAMONONY Y

‘BUrIANIL 6,84 Mr TUMONONY Marteaty
345482900

VKPAIHA

K.T. Pom¢apm Komnani C.P.JL, PymyHis

UA/15824/01/01
2315381

08.2023

08.2026-

1582
1200

K.T. Pombapm Komnaiii C.P.JI.

Byn. Epoimop MelA, m. Oroiters, 075100,
oxpyr Inos, Pysynis - 6yzisna Pombapm 1 i.
Pomdapm 2 |

IF
026/2021/RO, 025/2021/RO

5381/ 19.09.2023

Hum s 3acsindyro, Mo HaBeneHA BHILE indopmattia € JOCTOBIPHOK T4 TOUHOK. 1]i6 cepiro mpoaykuit 6yno
BUPOOIEHO (BKITIOUAIOYH T&KYBAHHA/MapKyBaHHA) Ta NIPOBEACHO KOHTPOMb 1l AKOCTI HA BULOERasHAYEHIU
AUIBHULI Y TIOBHIN BifmoBigHocTi 3 BHUMoramu. GMP, BcTaHOBRCHUMHU MiCHEBUM PEryAATOPHHM OPraHoM, 4
TaKOXK BiOmoBimHO jmo coeumdikanili, wo MICTATHCH Y  peecTpallifiHoMy Zocse Kpainu-iMroprepa.
Ipotokomy BupoGHUNTEA, NaKYBAHHS T4 aHATIRIR 0yn0 neperasHyTO Ta BCTAHOBIIGHO BiANIOBiAHICTL GMP.

HaHa cepis npenapaty Gyna CepTHHIKOBAHA Ta BHITYLIEHA HA PUHOK X
JlaHa cepis npenapaty 6yna cepTudikosana Ta BHITYHIEHA HA PRHOK {HINOIO
1 Ksamidikosanoro Ocoboro

Keanidikosana Ocoba:

Kpucruna Mixaii
Hara sunmycky:

20.09.2023
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I Tel: +4 (021} 350 45 40; 300 77 80; 3fm 77 #1 \\j.c. Rompharm Company S.R.L. - Romania, oy, 75 100 Otopeni, Str. Erofion, Nr. 1A.

| Fax:+4 (921} 3504841, E-maf: ofice@rompharm.ro . CUL RO 14399846, RC: J23/$321/2004

Cod formular Form code: AC-Pelib-6_F12 ed 1

CERTIFICAT DE CONFORMITATE CONFORMITY CERTIFICATE

Nr. No.l: V1 .

Produs ? prodct DUOPROST piciituri oftalmice, solufle 50meg/ml +
Smg/ml (Cate 2.5 ml in flacon din polietilena cu dop
picurator; cate 1 flacon in cutie de carton)

'DUOPROST eye drops, solution 50meg/mi + Smg/mi o
(2.5 mi in polyethylene bottle with dropper: 1bottle in. a

’ carton box} |
Concentratie/actiune Strength /potency Latanoprost” 50 mcg/ml + maleat de timolol 6.84 mg
Cod intern ° Internal code -Eg?;:a;;f;slf ;an?iginiﬁgﬁmalo! maleate 6.84 mg equivalent

o timoiol 5mg
) 345482900

Tara importatoare* importing country UCRAINA UKRAINE ‘

DAPP°MAH S.C. Rompharm Company S.R.L., Romaiia
Autorizatie de punere pe piata nr. XGCért'iﬁ'cat' de
inregistrare in tara de destinatie nr. e
Marfétfng Authorization No./ Registration Certificate in UA/15824/01/01
destination country No. S
Serie’ Batch No. 2315381
Data de fabricatie® Manufacturing date 08.2023
Data de expirare” Expiry date 08.2026
Cantitate totala certificata/ eliberata'® Quantity certified/ 1582
released )

‘Cantitate pentru vanzare/distributie!! Quan tity for 1200

sale/distribution

Adresa locurilor de fabricatie si control autorizate S.C. Rompharm Company SRL. __
Address of authorized manufacturing and control sites Eroilor 1A, Otopeni, Ilfov, 075100, Romania - clidici

Romphartii 1 gi Rompharm.2

Autorizatie de Fabricatie nr. Manufacturing Authorisation  1F

Licence No. pentru locurile de fabricatie si control for the

manufacturing and control sites o

Certificat(e) GMP nr.'* pentra locurile de fabricatie si ~ 026/2021/R0, 025/2021/RO

control GMP Certificate(s) No for the manufacturing and

control sites

Certificat de analiza Nr./data atasat ' certificate of 5381/19,09.2023

analysis No./date attached

Comentarii /Observatii/ Deviatii'* comments /

Remarks/ Deviations | -
Prin prezenta certific c& informatiile de mai sus sunt autentice i exacte. Toate etapele de fabricatie ale acestei
serii de produs,. inclusiv ambalarea / etichetarea i controlul calititi au fost efectuate la locul (locurile} mentionat
(¢) In deplind conformitate cu cerinteleBPFale UE (cand se afla in UE) si cu cerintele Autorizatiei/
‘Autorizatiilor de punere pe piata din tara/tarile de destinatie. Inregistririle de procesare, ambalare i testare a
seriei au fost revizuite §i s-a constatat ¢4 respecti BPF.

| thereby certify thot the above information is authentic and accurate. All the manufacturing

stages of this batch of product including packaging/labelling and quality control have been carried out af the above
mentioned site{s) in full compliance with the GMP requirements of the EU [when within the EU] and with the
requirements of the Marketing Authorisation(s) of the destination cour try/countries. The batch processing,
packeging and analysis records were reviewed and found to be ir complience with GMP.

Aceasta setie de produs a fost certificata si este eliberata
was certified and released for the market

Aceasta serie de produs este cértificata in vederea clibe
This batch of product is certified for release by another

Numele persoanei calificate Qualified Person nome
Data emiterii /ssue date:
Semnatura Sighature
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Tel +4 (021) 350 46 40; 300 77 80: 300 77 81
Fax: +4 (021) 3504841, E-mail: office@rompham.ro

. GUI: RO 14399648, RC: J23/1321/2004

\ S.C..Rompharm Company S.R.L. - Romania, lifov, 75100 Otopeni, Sir. Eroilor, Nr. 1A,

Cep’mt];ilcéi*r SKOCTH 215t rOTOROTO npenaparty Ne 5381
Certificat de analiza pentru produs finit nr. 5381

Ko dbopmyaspa CC-F~139
_Cod formular: CC-F-139

Hpenapart Ayonpocr xpanni ouni, posuns mo 2,5 ma Y p1akoHu-
Produsul Kpaneabuuui Nel
- Duoprost picaturi oftalmice, solutie cate 2.5 ml in flacon cu
picurator Nel
1 Cepin 2315381
| Seria de fabricatie |
+ HaTa BHroToBIeHHs 08.2023
Data fabricatiei
Ilpuaaruuii qo 08.2026
Data expirarti
Nr XaparTepucTHKa MeToau KoRTpOAIO Mesxi gonycrumocti PesyabTar
Caracteristica Metode de control Limite de admisibilitate Rezultate
I. | Onme 3aml. MKS], Po3uun npakTuuso nposopuii i
| Aspect ;EET.E.JIZ.I, BI3VaJIbHH Eggj{:‘:txno BUIBHHUN Big BHJIHMHXBi 'H‘_HQBE nae
sec;iune&.P.'_l_. MCC ‘Corespunde
Ph. Eur. 2.2.1; metods Solutie limpede, practic Tipsita de
b 1 vizuala ) impuritdti mecanice ; -
2. Crynius 3a n. 2 MKJ], EP besbapsuuit posunn Biznoginae
{ 3a0apBieHHs 2.2.2, meron 1 | { Corespunde
Culoare Solutie incolors
i sectiunea.P.2. MCC
Ph. Eur,2.2.2,
| metoda [ _
3. |pH 3a . 3 MK, EP 5,5-6,5
2.2.3
6.10
sectiunea P.3. MCC,
R (Ph. Eur. 2.2.3)
4. | BinnocHa rycTuna 3a .4 MK/, EP
225
Densitate relativi - 1,000- 1,023 1.010
| sectitinea P.4. MCC
o 1 Ph.Eur.2.2.5 o |
1 8. OcMmonansaicTn 1 3a 1. 5 MKA, EP 270 ~ 330 MocMOB/Kr 317
12.2.35
Osmolalitate 270 - 330 mOsmol/kg
sectiunea P.5. MCC
6. | Maca HanoBHeHH S 3an. 6 MK Bianogigae
Masa totali pe sectiunea P.6. MCC | 16 MeRwe 2,68 r ’
{ reciprent Min. 2,68 g
7. | Inentudiranin 3a . 7 MK




Tel: +4 (021) 350 46 40; 300 77 80; 300 77 81

Fax: +4 (021) 3504641, E-mail. office@rompharm,ro

S.C. Rompharm Company S.R.L. - Romania, lifov, 751 00 Otopent, Str. Erollor, Nr. 1A,
~._-CUL RO 14398646, RC: J23/1321/2004

Cepmq:il{a;f AKOCTI 4151 FOTOBOrO npenapaty Ne 5381
Certificat de analiza pentru produs finit nr. 5381

Kon bopmyispa CC-F-139
Cod formular; CC-F-139

IIpenapart
Produsul

Ayonpocr kpani oumi, posunn no 2,5 M 'y dnakonn-
KpaneabHuni Nel

Duoprost picaturi oftalmice, solutie cate 2.5 ml in flacon cu
picurator Nel

Cepis
Seria de fabricatie

2315381

JlaTa BuroTOBJIEHHS
{ Data fabricatiei

08.2023

Tpuaauuii go
{ Data expirarii

08.2026

Identificare

sectfiunea P.7. MCC

Jlamanonpocm

Latanoprost

3a1m. 7.1 MKS

sectiunea P.7.1 MCC

YHac yrpumyBauns niky
JIATAHOIPOCTY Ha
XpomaTtorpami

1 IOBMHEH CIHBIANATH 3 YACOM
| YTpUMYBaHHS NiKYy

Ha
{ TIOpIBHSAHHA

1 Timpul de retentie al picului
{ principal  in |
| solufiei test corespunde picului
de Jatanoprost in cromatograma |

| solutia de referinta

BAIIPOOOBYBAHOI0 POIUNHY

JIATaHOTIPOCTY Ha
XpoMaTtorpaMi po3uuny
nopisHAHHA (£0,5 xB)

Crnektp niky narasonpocty Ha |

XpOMATOrpami

BUNpOOOBYBAHOTO
IOBHHEH CHiBIAAATH i3
CIIEKTPOM iKY JIATAHONpPOCTY
L Xpomarorpami  po3umHy

cromatograma.

solutiei referintd (£ 0,5 minute)
Spectre similare ale picului de
latanoprost in solutia test si

po34HHY |

Bianosinae
Corespunde

Bianosiznae
Corespunde

Tumonon

Timolol

| Ty

sectiunea P.7.2 MCC

TMOBHHEH CHIBMAJATH 3 YACOM.
YTPHUMYBaHHA MKy THMONOAY
Ha PO3YHHY |
| nopinHaHHs (0,5 xB)

| CuekTp niky Tamonony na

Yac YTPUMYBEHHSA
TUMOJIOY Ha XpOMarorpami
BUIIPODOBYBaHOrD pPO3YMHY.

XpoMarorpami

XpoMarorpami

THKY |

BUNIPOBOBYBAHOrG po3YuHy

Binnosizac

“Corespunde.

Bixmosinae
Corespunde




RoMERHQLRMEY

Tel: +4 (021) 350 46 40; 30077 80; 300 77 81
Fax: +4 (021) 3504641, E-mail; office@rompharm.ro
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~_ GUI: RO 14359646, RC: J23/1321/2004

S.C. Rompharm Company S.R.L. - Romania, lifov, 75100.Otogeni, Str. Eroflor, Nr. 1A,

Ceptugdikar sxocri 113 rotosoro o penapary Na 5381
Certificat.de analiza pentru produs finit nr. 5381

K’on dopmynapa CC-F-139
1 Cod formular: CC-F-139

Ilpenapar
Produsul

Ayonpocr kpamnti ouni, po3uny mo 2,5 M y hnakonu-
Kpaneabuuui Nel
Duoprost picaturi oftalmice; solutie cate 2.5 ml in flacon cu
picurator Nel

Cepin
| Seria de fabricatie

2315381

| JlaTa BuroToBieHHs!
Data fabricatiei

08.2023

IpuaaTauii 10
Data expirarii

08.2026

MOBUHEH CITIBMANATH i3
CTICKTPOM HiKy THMOJONY Ha

XpOMATorpami po3uMHy

HOPIBHAHHS

‘Timpul de retentie al picului
+ principal in cromatograma
solufiei test corespunde picului’ |
de timolol in ctomatograma |
solufiei referintd (+ 0,5 minute)

Spectre similaré ale picului de
timo lol in solufia test si solufia
de referinta

Benzanxowniio xaopuo

Clorurd de
benzalconiu

sectiunea P.7.3 MCC

BeHzankouniro
XpomMatorpami
| HOPIBHAHHSN

1 BUNpoOyrauHy

HIKIB
Ha

Yach  yrpumyBaHHA
Gensankonito  xnopuny
XpoMarorpami
BHIPOOOBYBAHOIO

PO3YKHY [IOBHHHI CIIiBNANaTy 3
MiKiB |

H&
pPO3uMHY |

HacaMu  yTPUMYBaHHS
xXnopuny

(0,2
B

XB},
OTpUMAaHUX.
«Kinskicue
BHM3HAUYEHHA
XJIOPUIY» |
CriekTpm nikiB Sensankosnito
XJIOPH]Y Ha XpOMaTOrpaMi
BUTIPOOOBYBAHOTO PO3YHHY
MOBHHHI CIiBNaNaTy i3
CIEKTPaMK MiKiB GeH3anKoHi0

| xmopugy Ha xpomarorpami
1 PO3UHHY TIOPIBHAHHS,
OTPUMAaHBX B YMOBAX

| BurnipoOyrauusa «Kinekicie
| BU3SHAUEHH OEH3ATKOHIIO

XJIOPHAY»

ymoBax .

GeH3anmKoHIK

Binnoginae
| Corespunde

Bianosizac
Corespunde
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“Tel: +4 (021) 350 46 40; 300 77 80: 300 77 61 \ S.C. Rompharm Comparyy 8.R L. - Romania, llfov, 75100 Otopen, Sir. Eroilor, Nr. 1A
Fex: +4 {021) 3504641, E-mail: office@rornpharm.fo . CUI RO-14399648, RC: J23/1321/2604 » | 3 L
CepTudikaT skocTi 11st roToBoro npenapary Ne 5381 Koz ¢opmynspa CC-F-139
Certificat de analiza pentru produs finit nr. 5381 Cod formular: CC-F-139
IIpenapat Ayonpocr kpanai o4ui, pozuns mo 2,5 Ma y prakosH-
Produsul ‘Kpaneasnuni Nel
Duoprost picaturi oftalmice, solutie cate 2.5 ml in flacon cu
o ‘picurator Net
Cepin 2315381
Seria de fabricatie |
JaTa BHrOTOBIEHHS (8.2023
Data fabricatiei |
Hpuaarumii qo 08.2026
‘Data expirarii

Timpii de retentie ai picurilor
principale in cromatograma
solutiei test corespund picurilor
de clorurid de benzalconiu.in
cromatograma solutiei referinti
obfinuti la testul de dozare
clorurii de benzalconiu (% 0,2
minute) |

Spectre similare ale picului de
cloruri de benzalconiu in

| solutia test si solutia de

1 referinta obtinuti la testul de
dozare clorurii de benzalconiu =

8. |Kimexicne | 3.8 MKA

'BU3HAYECHHS EP 2.2.29
| Dozare secfiunea P.8 MCC
| . _ Ph. Eur.2.2.29 —
Jamarnonpocm 3an. 8.1 MK4 0,0475 - 0,055 mr/ma (95,0-
| 110,0 %)
Latanoprost sectiunea P.8.1 MCC 0,0517
0,0475 - 0,055 mg/ml (95,0~
1 110,0 %) | R
3an. 8.2 MKHA 4,75 - 5,25 mr/mi (95,0 -105,0
Tumonon %)
sectiunea P.8.2MCC | S 501
Timolol 4,75 — 5,25 mg/ml (95,0 ~105.0 Ul
bewnsanxoniio xnopud | 3am. 8.3 MK 0,18 - 0,22 mr/ma (90,0 - 110,0
o)
Clorurd de | sectiunea P.8.3 MCC | 0,200
1 benzalconiu 0,18 - 0,22 mg/ml (90,0 + 110,045
| %) 3 gopmi

[ Cynposiani nomimkn | 3am. 9 MKS
EP 2.2.29

Impuritati inrudite
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Tel: +4 {021) 350 46 40; 300 77 80; 300 77 81
Fax: +4 (021} 3504641, E-mail: office@rompharm.ro

Romania, #fov, 75100 Otopeni, Sir. Eroilor Nr. 1A,

| 5.C. Rompharm Company S.R.L. -
- CUI RO 14399848, RC: J23/1321/2004

CeprudixaT IKOCTI XI5 FOTOBOTO npenapary Ne 5381
Certificat de analiza pentru produs finit nr. 5381

. Eﬂﬂ- qlopﬁi yisipa CC~F-139
Cod formular; CC-F-139

Hpenapar Ayonpocr Kpanai ouHi, po3unm 1o 2,5 M Y ¢prakoHKi-
| Produsul KpaneasHuni Nel
Duoprost picaturi oftalmice, solutie cate 2.5 ml in flacon cu
| picurator Nel
Cepisn 2315381
{ Seria-de fabricatie ) |
Hdara BUroroBIeHus 08.2023
Data fabricatiei
Hpuxatuanit go 08.2026
Data expirarii
sectiunea P.9 MCC
Ph. Eur.2.2.29

Cynpoeioni domiwxu
Aamanonpocmy

| Impuritati inrudite

n. 9.1 MK

sectiunea P.9,1 MCC

| chimic-latanoprost L
3,6-mparic- He binsme 3,0 %
AQmanonpocm % o o 1o
| 13am 9.1.1 MK4 Maxim 3.0% <0.1%
J,6-trans-latanoprost | r o
15-S-namaronpocm 'Sectiuilfgg .11 He Oinsnre 0,5 %
<0.1%
I.S-S—latanog)rosr- ) Maxim 0,5%
AAMAHONPOCMO8a He Ounnnre 0,5 %
xucroma ) HO
| Maxim 0,5% ND
acid latanoprost ]
Oy Ab-ka HeBinoma . |meGimbwe 0,5%
| momimxka a1 9.1.2 MKS .
| Maxim 0,5% 'Zg(g
orice impuritate 'secfiunea P.9.1.2
| hecunoscuta MCC -
CyMa HEBIZOMHX He 6inbine 1,5 %
JAOMIHIOK
Maxim 1,5% Py
suma impuritatilor o
necunoscufe
Cynpoeioni domiwcy
MUMONORY
Impuritdti inrudite 3an.9.2MK4
chimic-timolol e AP L
Bomumonon sectiunea P.9.2 MCC He Ouniie 0,5 %
izotimolol




A MERARH

Tet: +4 (021} 350 46 40; 300 77 80; 300 77 81
Fax: +4 {021) 3504641, E-rnall: office@rompham.ro

S.C. Rompharm Company S.R. - Romania, lfov, 75100 Otopeni, S, Erallor, Nr. 1A;
. ‘CUI: RD 14356646, RC: J23/1321/2004

CepTudikar axocti qus mmﬁoro_npenapary Ne 5381
Certificat de analiza pentru produs finit nr. 5381

Kox dopmynapa CC-F-139
Cod formular; CC-F-139

Data expirarii

| Opemapar Ayonpoct kpani ouni, po3unn 1o 2,5 ma y graxonn-
| Produsul Kpaneabauni Nel
Duoprost picaturi oftalmice, solutie cate 2.5 ml in flacon cu

| . picurator Nel )

Cepin 2315381
{ Seria de fabricatie )

JaTa BurotoBjienns 08,2023

Data fabricatiei

ITpupaTuwuii no 08.2026

6yOb-axa nesidoma e Ginpmre 0,5 %
domiwxa -
1 Maxim 0,5 .HO_
o - ND
orice impuritate
necunosctiia | . . .
| cyma domiutox He 6ineme 1,0 % <10
| Suma impuritatilor | Maxim1,0% <DL
10 | Crepuabnicts 3a m. 10 MK, EP Mae 6yTu cTepunbHBiA
2.6.1 i BignoBinae
| Sterilitate - Trebuie sa fie steril Corespunde
| sectiunea P.10 MCC; |
Ph. Eur. 2.6.1

0.5%(ua)

Produsul finit corespune/
0.5%(ua)

IIpenapar Binnoeinae / se-pizropisac-BuMoram cre

uudikauii AC-SPF-latanoprost0.005% timolol

de prevederilor specificatiei AC-SPF -latanoprost0.005% timolol

3ap. Konrpoaio SkoceTi
Director Controlul Calitatii

Jlorodery Panyxa
Logofatu Ri?v %‘@}’i /CQ/? 19.09.2023




