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Manufactured by
8.C. SLAVIA PHARM 8.R.L.

Location: Boulevard Theodor Pallady Ne 44 C, sector 3, 032266, Bucharest, Romanis

License: 43F
Bupobneno
KO. CHABIH GAPM C.P.IT,

Micyesnaxodacennsn: Byaveap Teodop Hannadi Ne 44 C, cexmop 3, 032266, Byxapecm, Pynyuin

Product name:

Hazea npodyrmy:
Pharmacentical form,
package type and size:
Jikapewvka gropaia,

nun | pozmip ynarxogku:
Deosage / potency:

Cuna dit / annmusnicms:
Registration certificater
Cepmugyiram pecempenyii:
Bateh No:

No egpii:

Bateh size:

Poszmip cepii:

Date of manufacture :
Hama supodnuymea:
Expiry date:

Tepatin npudamnocmi do:

Hinensin: 43F

CERTIFICATE OF ANALYSIS Ne 234
CEPTH®IKAT AKOCTI No234

CLODIFEN
KJXOJUDOEH

gel, 50 mgrg, 45 g in tubes e I, I tube in o carton box

cets. 30 Me/2, no 43 7 y mybax. no 1 my6i y xapmonnii

diclofenac sodivm 50 mp/e
Qurnodhenary nanipiio 30 welz
UA/13861/01/01

240108
4 660 packages/ ynaxosox
01.2024

12.2026

ROpobyi

20

TEST LEMIT RESULT
Horazuumu swocmi Hopanyaanist LPesywman
Description Clear. from colorless to slightly yellowish, homogeneous gel, | Conforms
Onuce free of bubbles, with a faint alccho! odor. Bidnoeivas
TIposopuit 6id Gesbapenozo do aeska Jcosmysamoso ciominry
22s.  oMnopiduul, wo Re MicWne nyxupyis, 3 crabxiw
3aRAXGN CRUPDINY.
Identification:
Penmudinania: Retention times of peaks diclofenac sodinm and methyl | Conforms

- diclofenac sedinm
- duraadpenary nampin

- methyl parahydroxybenzoate
- Memuanapazidpoxcubensoamy

parahydroxybenzoate in the chromatogram of the sample
solution will be such in the chromatogram of the standard

- solution during Assay test.

Yae  ympuaysanns  nirie durogenary  wampie |
Memanapaziopoxcubenzoamy Ha xpomamozpunti
Gunpodysances  posuuny mae  gldnosidamu nakoMy Mo
Xpoyamosparti cmandapmitora  pozunuy 8 xodi KibRicHozo

GUINAYEHNA,

Bidnosidac

Tube content weight NLT 45 g. 47221

Meuca suicmy nyén He memue 45 2

Viscosity 11-31 Paxs 19.2 Paxs {{fuxc)
B'nawicms 14-3F Taxe

Related substances:
Cynpoeioni domirarcu:
- impurity A

Not more than 0.5 %

§1.00.4 059
29,11 A Y

‘s
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Hichon “09'@“:
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SLAVIA PHAfm

- douiwrae A He biavure 0,5%
- any single impurity Not more than 0.5 % 0.07 %
- BYOub-aKa oOunuuHa He Bizvuee 0,5%
doniyika
- total impurities Not more than 0.1 % Conforms
-~ oyma doatimor He Gigotee 0,1% Bidnogidac
Assay:
Kinvxicne susnauenna: :
- diclofenac sodizm 1 47.5 - 52.5 mgfg (95 - 105 % of the label claim 50 mg/g) 50.3 mgfe (aafz)
- Qurnoghenaxy nampio | 47,5 = 52.5 w2tz (95— 103 % 610 sansnenol xivoxocmi 50.mz/z) | (100.6 %)
- methyl parahydroxybenzoate | 1.8~2.2mgfg (90 - 110 % of the label claim 2 mg/g) 1.9 mgfs fuefa)
- Mennapazioporcubensoany | 1.8 — 2,2 m2/2 (90 — 110 % 6id saneaenof witerocmi 2 azfz) {95 %)

Mierebiological quality:
Mirpodionozitica uticmoma:

« TAMC Not more than 100 CFU/g <10 CFu/g (K¥0O/z)
He Gineme 100 KVO/z

- TYMC Not more than 10 CFU/z <1 CFU/g (K¥YOre)
He Ginvine 10 KYO /2

- Sfap};y[gcoccns GHFEIS should be absent in 1 g. AE.)SBI]! .
Matonte Gy sideympi y [ & Bideyni

- Pseadomonas aeruginosa should be absent in 1 g. Absent
Maioine Symu gidevmni y 1 2 Bideymui

I do hereby certify that the abovementioned duta are trustworthy and accurate. This produet barch is mangfaciured
(packaging/lubelling included) under the guality control on the abovementioned manfacturing site in full conformity with
tiie GMP requirements, established by the regulaiory agency of Romania as well as with the specification and controf
methods of the analytic-normative dectmentation, registered in Ukraine. The protocols of manufacture, packaging and
analysis are reviewed; conformity with the GMP is established,

Lun 1 saceiduyio, mo nepepaxosana sue indhopyayin € docmosipnoio i mownoie. L cepin npolyeyii dyna suzomosaeia
{arniovaiony narysaiun / aaprysaius) 3 FpPOGEDEHHAN KOHIMPOTIO ZKOCINE A SULEOKAZANITT supoSHuYil QinsHuNl @ ROGHI
sionogionocmi 3 eumozanu GMP., scmanosienuim peyunnmopnien opeanon Pywymil, a marxowe v sidnosionocmi si
cneyngbinayiern | aemodary Kormpoto sxocmi (M), zapeccmposanni s Vipuini, {{pomoxosu GUDODRIIINGA, VRAKOGKH WA
andTiIiE B)K nepeaITyII INa GCManosIene siOnosidnicmy GMP.

Surntame and position of person, approving batch reiease to marker Qualiyy Control Manager: Lucian Postelnicn
Tipizeinye ma nocada / 36a1ns ocody, axa sudana dosein na BUHVCR cepif Meredoieep 2 xonmpomo axoemi: Tovau
Tocinensuiry

Signature and date, stamp
fidnuc na dama nionucantn, neyomKa / Lonan PR -
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