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Marafactured by LABORATOURE BAILLY-CREAT

g DASOBATOLEE “Lication: Chemin de Nidigement, Lieu-dit les 150 Arpehifs, VERNOUILLET;

285{}_9 an(;e .
‘License: No MM 17/245

Bupobnenc: JABOPATOPIA SEMIIL-KPEAT
Micnegaaxomrenaa: IHven xe Hyisven, Jslo-ni ae 150 Aprea, BEPHYﬁE
28500, Ppanuis
Thvemsiz: Ne MM 17/245

CERTIFICATE OF ANALKSIS No. 40000024884
CEPTHOIKAT AKOCTI

Product name: SECNIDOX

Flassa npodyxmy. CEKHITOKC
Pharmaceutical form,  film coated tablets; 1.0'g;

package type and size:

Jixgpcoera opma, mun
Md PO3IMIP YNAKOBKU,

2 tablets in blister, 1 blister together with a leaflet in a carton box
maonemKu, sxpumi niiekosorw o6oaoHKoWw, 1,02;

nHo 2 mabnemiu y 6nicmepi, no 1 5ﬂzcme;a/ pazom. 3 HCmpyxRyicio OiA.
MEOQUNHOE0 3ACTNACYBANH Y KAPMOKRHKITY Kopobyi

- secuidazole
- CEKH i 0&3 oay

= mdzga carmine lake
| - inOuzoKGpMIN RaK

Dosage / potency: secnidazole 1.0 g
Hosa/cuna 0if: cexnidasony 1,0 ¢
Registration certificate:
Peccmpaijitine UA/II744/01/01
ROCGIQUeErHs)!
Batch no.: .
No cepit- #65
Buatch size: Q2T b o
Poswmip ceplic 58379 packages/ynaxogox
Manufacture date:. A
Hama supobiuymed, 07.2023
Expiry date: .
Tepmin npuaamﬂocm: 07:2026 )
Hoxasiyxu arocmi Hc}p MygmH e | PE eﬁs'ygﬂgmtatm
Deseription A blue colored caplet shaped film coated. tablets with | Conforms
Onuc “SECN” embossed on oneside and line on theother side | Bidnosidae
Kancynonooibnol  popmy  mabremxu, expunti
0OORONHKOIO, BAGKUMHO020 KORLODY 3 wicHenusm «SECNy |
- o Ha QOHOMY 6OYI Ma PUCKOIO HA IHILOMY |
1dentification
Inenrndirauis

| The retention time of the main peak in the chromatogram | Conforms

| obtained with the test solution during assay corresponds | Bidnosiode
{'to that in the chromatogram obtained with the standard. |
1 solution

Yac. ympumysanna ocHosHO2¢ niky Ha xpomamozpami
SUNDODYBAHOZ0 DO3YUHY, OMPUMAHOZO HPU KpogedenHi

| KiNBKICHO20  GUSHQYERHs,  @ION0GIOdE  maxoMy  HQ

| xpomamozpami cmandapmuéeo poswuiy o
| In reaction with sodium nitrite solution the test solution | Conforms

| turns blue in 2 minutes Bionoeioae
Ifi0 wac peaxyii 3 posyutiom wimpumy Hampio
sunpobysanuii posyyn npomsizom 2 XSUNUK HAOYEUE
1 bnaxumnozo 300apsieHHsL

First 10 dosage units (level 1) should comply with | L1=2.6
acceptance value (AY) of Li=#15% (85.0%-115.0%), if | L2=5.8
AV for next 20 dosage units (Level 2, The reqmrements
are met if the final AV of the 30 dosage comphy=

= oRyENTIB
! wotl
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Muamfactured by LABORATOIRE BAILLY-CREAT
Location: Chemin de Nuisement; Licu-dit les 150 Arpents, VERNOUILLET,
28500, France:

Lif:_éns‘éi:' Ne MM 177245

Bupotierng: JABOPATOPIA BEVWILKPEAT
‘Micuessiaxomrenna: Hlven ne Hyisen, Jsio-ai ne 150 Apren, BEPHYHE,
28500, Opanuia.
Higensig: Ne MM 17/245

Tloxasnuru saxoemi HOPM}’&’QHHJI - | Pesynvimam
| L1=£15% (85.0%-115.0%). and individual cortent of the
dosage unit comply with L2=425% (75.0%-125 0%)
| Hepwii 10 odunsgs Oosyeanns (pieenv 1) matoms
aidnoeiddamii noxasnury npuiinsmuocmi (AV) L= +]5%
(85,0%-115,0%), sxwo AV dns nacmynnus 20 odunuye
| Oosysanna (pieenwv 2). Bumozu pozensidgiome Ax
GUKOHaRI, sKWO Kinyese suavenns AV dns 30 aéunm;b
| Gosysanns eidnosidac Ll= =15% (85,0%-115,0%), a
inougioyanvuull emicm oOunuyl O03yeanus ezénoeféae

_ e N L2=25% (75,0%-125,0%) .
| Disintegration < 30 miin. in water at 37 °C 2 °C 19 min. (xs.)
| Posnadanns < 30x6. y 800i npu 37 °C+2 °C 3
| Dissolution > 75.0 % (Q) of the labelled claim 96 %a
Pozuumenns > 75,0 % (€) 8id 3anénenof xinvxocmi
| Assay |
Kinexicne susnauenns
- Secnidazole | 950.00 — 1050.00 mg/tab. (95-105 %) 980.60 mig/tab. |

- Cexricasony | 930,00~ 1050,00 me/matn. (95-105%) (me/mabn,),
| 98.06 %

Related substances
Cynpogidni domiuxu
~.any individual impurity <0.5% <0.02%
(including impurity A)

- Oyoe-axd indusioyanvua
OoMiuixa (8 Momy Juchi

domiurca A) . |
~ fotal impurities <1.0% | Conforms
| - cyma dominox S A | Biownosioge |

Residual solvents
3anUHIKO6E POZYURHURY

- dichloromethane < 600 ppm 30 ppm
- QUXROPMEMAHY -
= isopropyl alcohol 1 <5000 ppm | 156ppm

- i3omnponinosoze criupmy | o

Microbial contamination
| Mirpobionoziuna yticmoma

| - total yeast and mould | <10°CFU/g <10 CFU/g
| count (TYMC) | <K IPRVOL <107 KVO/2
- 302anbHA KinvricHy
OPIKOdCOBLY Mt
ricenesux apuﬁze (TYMC)
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| | Munifactured by LABORATOIRE BAILLY-CREAT
- Lasow i’ P i o s oy o Lucation: Chemin de Nuisement, Licu-dit fes 150 Arpents, VERNOUILLET,
i License: Ne MM 17/245

Byposnenp: JABOPATOPIH BEMI-KPEAT
Micuésuakonieuns: Hlviei ne Hyiswen; JsHo-xi se 150 Apnex, BEPAVES,
28500, Opannis-

Jlinessin: No MM 17/245

1 do hereby ;em? that the abovementioned data are trustworthy and accurate, This product batch Is manufactured

(packaging/labelling included) under the quality control on the abovementioned manufacturing site in full

conformity with the GMP requirements, established by the regulatory agency of France as well as with the
specification and control methods of the anagn‘cmamaﬁuef documentation, registered in Ukraine, The protocols of
manufacture, packaging and analysis are reviewed; conformity with the GMP-is established, "

Afum 2 saceiduyro, wo nepepaxogana.-euwe ingopmayis € Socmosiproro | mownow. Ln cepis npodyryii 6yid
GUROMOBNEHA (BKAIOUQIOYU - NARYEAHHS / MADKYBARNHS) 3 HPOBEOCHHIM KORMPONIO SRoEMI HE 8uueerasanit eupobruyill
OleAuyl 6 noerii sidnosionoemi 3 aiozamu GMP; ecmanosnenumu pesynsmopnum opzawom Ppanyii, a maxocoe y-
gionpaionocml 3f cheyuirayicro | Memodamu KOWMPORIO AKRCCHI G\ﬂg‘f) sapecemposanumy & Yxpaini. Ipomoronu

BUPODHUYMSE, YRAKOBKYU MQ aHAnizie Gyl nepesrntymi ma ecrmanoeieno gidnogidnicms GMP.

Surname and position of person, approving batch releasé to market  Head of Quality Control: A, OGNIER
Tlpisguye ma nocada/ 36anus ocobu, ara sudana 0038in Hanansuie 61001y KOHMPOME AKOCHII!

K@ GURYCK cepil A OCHLE

Signature and date, stump :
Hionuc ma odma nidnucanns, nevamia’/ wmavn  29.08:2023
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