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JEPKABHA CJIYXKBA 3 JIKAPCbKUX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haxii CeitnuuHoi, 3, 02099, Ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €PITIOY 37079055

BUCHOBOK
Npo AKicTh BBe3eHOro B YKpaiHy JikapcsKoro 3acoby

05.04.2024 No 18016/24/26

HHAPEJAKC
(HafmeHyBaHHA Jdixapeskoro 3aco0y 3rilHO 3 peecTpaliliHiM NOChI ANEHHAM)
Kpamnui o4Hi, posdun no 10 mr/mn no 5 Mo y daakoni-kpanensunui; no 1 gasxony-
KpaneJbHHII B KapTONMHilt Kopobui
(hopma BuNYCKY, NO3YBAHHA, BHE IAKYBAHHS NIKAPCHKOTO 3aco0y)

Homep peectpauifinoro noceiagenns UA/17526/01/01 erpok aii peectpanifroro nocsizycnnn 22.07.2024
Cepin nixapcskoro sacoby Ne 2404101 KinbkicTs BRe3seHoro nixapcekoro 3acosy 32880

BupobHuk K.O. Pompapm Komnani C.P.JL., Pymynis

(HalMeHyBaHHA PHpPOGHHKA NiKapchKero 3acoly, kpaiHa NOXoMKEHHR)

Beeseno B Y kpaiuy Torapucrso 3 oOMexkenor0 Binnosizaabnicrio "Tpoxac ®apma

VYkpaina', inenr. xon: 37177201

{nafimenysania Ta koa 2a €JIPTIOY wopuaminol ocobh abo npiseuiie, Iv's, 10 Gatskosi disuuuo?

ocobu - nianpHeMus, 7 MICUE 1POMHBAHH3 /A PEECTPALIHIMI HoMep OBAIKOBOT KAPTKY NIATHHKA
HOARTKIB a60 Cepis Ta HOMeP nacuopTa)

Mporokon sisyanshore kontponio sia 05,04.2024 N 1139/1.

3a pesynbTaTaMM  JEPKABHOIO KOHTPOMIO BCTAWOBNEHO, W0 aikaposkull  3acié  mmesewo 3 Yepainy 3
JOTPHMAHHAM sHMOr 3aK0R0IABCTES 100 3aleaneuekng skocti HKapcuknx 3acobis.
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Manuafactared by
S8.C. Rompharm Company S.R.L.

Location: Sir. Eroilor Nr. | A. Otopent. 075100, lifov. Romania

License: ¢F
Bupodaene
K.O. Pompapy Komngasi C P

Micyesnaxodmenns: s Omonews. avs. Epeivop e 14, OTS1H, oxpye Trbos. Pyanvuis

Aiyerain: 15

CERTIFICATE OF QUALITY No. 240410}

CEPTH®IKAT AKOCTI
Product name: CIRELAX
Hassa npedyrmy: HHPEJIAKC

Pharmaceutical form,
container type and size:
Jivapeora ghopaa,

num i pazanip ynaKoexu:

KapmonHik xopobyi
Strength / potency: cyclopentolate hydrochloride 10 mg/ml
Cuaa dii / axnusricmn. guraonexmanamy iopoxaopuov 0 meaw
Certificate of registration: UA/IT526/01/01
Cepmudgixam pecempenyil:
Batch No.: 2404101
AN cepil:
Batch size: 32 49 packages/ynarosox
Posxip cepir:
Date of manufacture: 03.2024
Hama eupobruymsa:
Shelf life: 03.2027

Tepmin npudamuocmi do:

eye drops, solution, 19 mg/ml;
kpanai ouni, pozuun 10 wmefan;

5 ml of the solution in a dropper vial; 1 dropper vizl in a cardboard box.
RO 3 M1 POUURY V haaroni-spaneisiunl; no I gamony-panesnuyi

E TEST LIMIT RESULT
Hoxasnuxu axocmi Hopansanns Pesyapmiam
Description Clear, colorless solution i Conforms
Onuc Hpozopuii Berbapesntii pasvun . Bidnosidac
Clarity Clear solution - Conforms
Hpozopicmas Pozvun npozopui _ Bionosidac !
Color value Colorless solution | Conforms f
Cmynins 3abapanenns Pozunn bezbapanui Bionocidar :
Relative density 1.000-1.015 | 1.008
Bidnocna zycmnuna ; ‘
H 3.0-5.5
Ormalality 265-325 mOsuvkg (wOcmoasixr)
CHOIRTBHICMS _
i Extractable volume | not less than 5.0 m!
{ Bumszyeanuii vi'en | e sewue 5,0 m1
Particulate matter ! The solution is practically free from visible paﬁ
Mexaninni exroverHnn | Pogyun npaxmuig 6iTenull 810 SHOUMUX HACH
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Identification j
Idenmughivayin :
- cyclopentolate hydrochloride | The principal peak retention time in the chromatogram of | Conforms
- yurIOneNmoIaNy the test solution should conform to that in the - Bionosidue
2idpoxiopudy chromatogram of the standard solution. ‘
Yac PmpuMyedHn OCHOBH2E RIKY Ha Xposamozpai
GUNPOOYBANOZ0 PUSHUHY AGE GIONOGIOAMY MAKOMY Ha
XPOMAMOZpAMI CINGHOAPIHO20 DOTYUHY :
- benzalkonium chloride The principal peak retention times in the chromatogram of . Conforms
- Berza koo X1opudy the test solution should conform to those in the Bidnogioae
chromatogram of the standard solution.
Yacu YMPpuMysanss OCKOSHUX RIKIG HU XPOMAMOZpis! )
BURPOAYRUHOZO PUTRUHY MAKOMb GIONOGIOaNT makuv Ha
xpomamozpavi CIANOGPMIN20 POFuuNy i
- sodium edetate The principal peak retention times in the chromatogram of | Conforms i
- HAMPIKD edemamy the test solution should conform to those in the | Bidnoeidac i
chromatogram of the standard solution.
Yacu VmpHAVEaHns OCHOBHUY RiKi@ Ha Xpomamozpai
SURPODYEANO20 POIUUHY MANGME GIONCEIOANN THAKUM Hi I
: XPOMAIOZpari CINURCAPINMROZG PORIUNY ?
| Assay of — ;
| Kinsxicne suznauenns | :
| - cyclopentoiate hydrochloride { 6.5-10.5 mg/ml (n2inz) (95-105 % from the labeled 978 mg/milu2 Wy

~ QUKIOREHIROIAMY
2idpoxiopudy

- benzatkonivm chloride
| - Benzaaxonno xiopudy

- sodium edetate

amount (8id 3a86.18H0T RETLROCMI)

0.09-0.11 mg/ml (ae/v) (90-110 % from the nominal
amount HoMiNaILROT RiTeRoCmijj

0.9 -1.1 mg/ml (medern) (80-110 24)

(97.3 %)

{106 %)

0.106 mg/mlfeing)

0.97  mgimiiaessia).

- Sosmiura A

- impurity B
- domiuika B

- impurity C
- Qoxiuwa C
!
: - any unknown impurity

- BVOe-aKky Reidenmugiircesuna
cositera

- total impurities
- C¥MU JOMIWIOK

© not more than 2.0 %

ne Otmwue 1.0 %

not more than 0.1 %

He Blwaue 0.1 %

not more than 0.5 %
He Giapuie 0.3 %

not more than 8.1 %
He Olavwe 0,1 %

ne oiasuie 2,0 %

| Sterility
i Cmepuasnicams

The solution should be sterile.
Posuw seac Eymu cingputbiiy

! <Disregard Hmit

i - HOUMPIIO eoemanty L (87 %)

! Related substances ; ;
Cynposioni dostivuxu
- impurity A not more than 1.0 % 0.35%

L e Meswi guseIeis

i
f
i

C0L03 %

. <Disregard limit
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I do hereby certify that the abovementioned data are trustworthy and accurate. This product bateh is
manufactured (packa belling included) under the quality control on the ~abovementioned
manufacturing site in full conformity with the GMP requirements, established by the regulatory agency of
Romania as well as with the specification and control methods of the analytic-normative documentation,
registered in Ukraine. The pratop:c of manufacture, packaging and analysis are reviewed; conformity with
the GMP is established. _ . o

Lum 5 3aceionyo, wo nepepaxosana swiye ingopiayis ¢ Oocmoeiprolo | moywnoio. s cepin npodyiyii Gviua
GUOMOTEHA [BRIIONLIONN NAKYBUHNA / MAPKVOANKA] 3 APOGEOCHNAM KONWMPOUO AKOCTM Nd SUNICSKG3AHIN
BUPOOHUNIT OLtenuyi @ noenili sionosionoemi 3 ustozamis GMP, scmanosrenuwwu pesyvasmopruv opeanos:
Pymynil, a maxox 5} sionogionocmi 31 cneyugbinayicro | semodamu  xommpoeio  skocm!  (MKS).
3apecempoganumy 6 ¥xpaini. Iyomoxofm BUPODHINIMEA, YRAKGSKE MA GHAHZIE OVIU nepecianymi ma
GCMAHORAEHO GIGN0GIONIcmE GAMP.

Surname and position of person, approving batch release to market
{Ipizgume ma nocada / s6anus 0cobY, AKa GUORIA D036iT KA BURYCK Cepil
Head quality control department Logofetu Raluca

3as. aidvinom xoumpo:ae axocmi:Tozogemy Paryxa

Signature and dute, stamp
Hidnuc ma dama nidnucannn, nevamia / Wnmavn 18.03.202%
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