CEPTHOUKAT AHANRWUGA
CERTIFICATE OF ANALYSIS

1. NPOAYKT Humecun® (Humecynua 100 mr, Tabnetku wiunyune)
MName of product: NIMESIL® (Nimesufide 100 mgq, efiervescent tablets)
2. Homep cepuu / Batch number: 250368
3 Kop npogykta / Product Code: 61104098
4 HopwmaTuiHas fokymeHTaurs! Normative document: | 11-004523-310320- Maw Ned
5. felkcTeyollee seiectsol/ APL Humecynug / Nimesulide
6 MpouapoauTeNs AERCTBYIOWEro BeLecTeal AP MAHTANAM APYIC SHA OPFAHWK AITL, viHAWUS/
Manufacturer: MANGALAM DRUGS AND ORGANIC LTD, India
[aTa naroroenerus / Manufacluring Date: 28/01/2025
FopeHd no / Expiry Date: 01/2028
. [iata ananusa [ Analyiical Date: 12102/2025
10. | MpovassoguTent / Manufacturer: E-®apma Tpedto C.n A, Ppaunone Paswda, Bua
MNpoenHa 2, 38123 Tpento {TH), ViTtanua
E-Pharma Trenfo S.p.A., Frazione Ravina - Via Provina 2, 38123
Trento (TN, italy
11. | Kog APl Homep naptum API /Code of API/Batch
number of API 01101303 /24018756
12. . _
OB6bem cepuin (konudecTteo) / Quaniity(pck.): 10080
Pesynbvaret aHanuia / Results of analysis
NAPAMETP /| PARAMETER TPEBOBAHKA | REQUIREMENTS PE3YNBLTAT I RESULT
OnucaHue { DESCRIPTION Kpyrnbie, NAOCKOUMAHEPUYeckue TabneTu ¢ Cooteecteyet/Complies
thackoi, BneRHC-KenToro 1yseTa ¢ bernbivi
BKDANNEHHAMK, C XapaKTEPHbIM 3aNaxom.
Round, flat tableis with a bevei, having a pale yeilow color with
. white speckles and characterislic odor.
BHEWHIAW Bl CYCNEHSWA / CycneHauna ot Benoro Ao BnefHO-KenToro LgeTa, ¢ Cycnexann Benoro useta, ¢
APPEARANCE OF SUSPENSION Oﬁanecueﬁumeﬁ, ¢ xapaxTeprlmiaanagom. o onanecueHyueR, ¢ XapaKkTepHbim
\gggf to paie yeliow opalescent suspension having characteristic sanaxom. White opalescent

suspension having characteristic
odor,

NOANKHHOCTS / IDENTIFICATION
- B3IWXIHPLC Bpewms yaepkuBaHia OCHOBHOTD NIMKa Ha XPOMATOIPaMMe
MCIIeITYeMOTa pacTBopa LOMXHO COOTBETCTROBATE BRemen | CooTeeTcTRyeT/Complies
YOEDHMBEHKA OCHOBHOIC NUKE Ha XpOMaTOIPamme
CTaHAEPTHOrG DACTECRa HUMECYNWAA,

Retention time of the principal peak in the chrematogram of the
fest solution should correspond to that of the principal peak in the
chromatogram of the stangard soluticn of Nimesulide.

- Y®-chekrpodoTomerpun / Y®-CNeXTP KCRBITYERDIO PACTBOPA SOMMEH MMETE Cooteercieyet/Complies
MAKCUMY M NOTSIOWERAR NPK ANHUHE BOMHE 404 K + 2 i,
UV spectrum of the test solulion should have the absorption
maximum at the wavelengih of 404 mn + 2 nm. Homep napTun

UV specirophotometry
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CPEAHAR MACCA TABNETKIA/ 300r£5% 30191/
AVERAGE TABLET WEIGHT B0g e 5
PACHADAEMOCTL/ He Gonae 5 mun 93 ¢/sec
DISINTEGRATION TIME Not more than 5 minutes
POOCTBEHHBIE NPUMECH /
RELATED SUBSTANCES
-Npurecs D / impurity D 0 .
-NoBanenuHiiHan =0.2% 0.00%
HeWIEHTWUWPOBaHHARA NpmMeacs /
£ach unidentified degradation product £0.2% <0.10%
-CymmapHoe copepwadue npumeced . .
! Total degradation procucls =1.0% 0.00%
Napametp npuemnesoctv ana 10 egnkuy < 15,0,
Acceplance parameter for 10 dosage units < 15.0;
Napametp npuemnemocty Ans 30 egunny < 15,0;
O%ﬁgggﬂﬂg%‘;%‘%gigg%iﬁgmg Acceptance parameter for 30 dosage units < 15.0; 28
/ W HYW OfHE W3 eauHmy He < dew 0,75M unu > 1,25M
and none of dosage units <than 0.75Mor> 126 M
o13,5p055
pH / pH from3.5t05.5 4.5
NOTEPH B MACCE lMPK 0
BbICYILIMBAHUV / LOSS ON (e Bonec 10 %, 0.12 %
DRYING .
KOMMYECTREHHLIY AHARW3 95,0 mr - 105,0 wr Humecynuaa s 1adnetie
. (95,0 % — 105,0 % 0T 3aABNEHHOr0 CORBPKAHNSA )
(BIKX) / ASSAY (HPLC): 95.0 - 105.0 mg of Nimesulide per tablet 101.8%
(5.0 - 105.0% of the amount the label claims)
MUKPOBONOMAYECKAR
YACTOTA / MICROBICLOGICAL
PURITY
-0OBulee wucno aspobHsix Ofuwjee KoNMUecTBo aapebuelx Bakrepui < 10 KOE/r 0
MUKpoopraHyaMos/TAMC Total aercbic microbial count < 10° CFU/g
O5uee konuuectao rpubos < 102 KGEfr 0

-0Bbulee YMcno APOKKEBLIX W
naecHeesblx rpudoeiTYMC

- Escherichia coli Orcytetaue E.coli /r

Total yeasts and maulds count < 102 CFU/g

QtcyTeTBIE E.COH /T
E.coli Absence/lg

Cootsetctyet/Complies

Ynakoska/ Packaging

Mo 10 rabneTok 8 NONUNPCNMNE=oByo Tyoy,
YKYNOPEHHYIO KPBILUKOW U3 NOTMSTHNEHE HU3KON
RNOTHOCTH, coaepxawen cunukarens. Mo 1 1ybe ¢
WHCTPYKU KR NG NIPUMEHEHIIO B KAPTOHHOW NaJke.
10 tablets per the polypropylene tube, capped with
the stopper made of iow density polyethylene
containing silica gel. 1 tube along with the instruction
on medical use per a carton box.

CooteetcTByeT/COmMplies

Mapxinposkal Labeliing

1) Neperysan yakeBKa NEKapCTBRHHOO

npenapara.f

Primary packaging of the drug

Ha amukeTe TyBbl HA pyCCKoM Rabike yrasbieawoT/ On
the label the following writing in Russian is made:

- HaumeHoBsanwe Mupmbi NpOM3BOGKTENS, CTpaHy/

Name of the manufacturing company, country

- Norotun «BERLIN-CHEMIE/MENARINI" (Ha

natvnLg) / Logo «BERLIN-CHEMIE/MENARIND»

- Resuits for each parameler
should be indicated as
ccocTeeTcTaye ™/ complies» but
for:

- For the manufacturing codes,
tamper evident seal the result is
wimeeTca/ available» or «ue
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- TOPTOROE HaumeHoBaHNe npenapata Bf uweetcal not availabies
Trade name of the drug @ (because these are oplional
- MEXAYHADOAHOE HENBTEHTORIHHOE HBUMEHOBAHNE/ parameters).

the international non-proprietary name
- NO3UpOBKY / dosage

- nexapcTeexHyio Gropmy / dosage form

- For means of identification of
the system for menitoring of the

- KONMH4ECTBO TabneTox B ynakoake / number of movement of the drugs the result
tabiets per package is always «umeeTcs / availables
- COfleparie neiCTBYI0Werc seulecTsa B 1 - Batch numbers, manufacturing
tabneTke / the content of active substance per 1 and expiry dates should be
tablet indicaled

- YCNoBWS xpaneHur / slorage conditions

- «CobrosaTh NPUNOKEHHYIO RHCTPYKRLWIO NO
npumeHesnio npenaparas / “follow the attached
instruction of medical use of the drug”

- «TlpoTHROROCTANKTENEHOE, OBe3bonuBakoLLee
cpencTRoy / “Anti-inflammatory, analgesic agent

- «Na CepuK U CPOK TOAHOCTH YKa3aHbl HE AHe TyBbiy
“ Batch number and expiry date are indicated on the
bottom of the tube”

- powasogcTeexHsie koabt / manufacturing codes

2} Bropuunan ynakoska [ Secondary package

Ha KapTOHHOM NadKke HE PYCCKOM A3LIKE YKE3bIBAIOT/
On the carton box the following writing in Russian is
made:

- Haumenosarie dhupnst NpoK3BoaMTENS, CTPaHY/
Name of the manufacturing company, countey

- Nlorotun « BERLIN-CHEMIE/MENARINI" {na
natuHule) / Logo « BERLIN-CHEMIE/MENARINI»

- TOProBGE HaumeHoBakve npenapata ®/

Trade name of the drug ®

- MEXQYHBPOLHOE HENATEHTOBAHHOE HAUMEHOBAHNE/
the international non-proprietary name

-~ N03vpoBKy / dosage

- NEXapCTBeHKYI dopuy / dosage form

- konryecTso 1abnetok B ynakoBke / number of
tablets per package

- CO[IEPKaHIE BEMCTBYKILLEN BELLIECTRa 8 1
TabneTke / the content of active substance per 1
tablet

- «Copepxut copbutony f wcontents sorbitoly

- Yonosua xpaHesus / storage conditions

- «Cobrionars MKCTPYKLMIO MO NPUMEHERNIO
npenapara, KoTopas HaX0AUTCA BHYTPYU ynakosxuy/
“follow the instruction on use of the drug, which is
inside the package”

- «[leKapeTREHRGE CPERCTEC XPaHNTh B HEAOCTYNHOM
ana herel mecte!»/ «Keep the drug out of the reach
of children!»

- «IMocne BekpoiTvs Tybbl XpaHkTs He Conee &
mecsueny/ «After opening the tube the shelf life is
limited by 6 months”

- «MpoTHROBOCNANMTENEHOE, 0De3bonuBatwies
cpencTeo» / “Anti-inftammatory, analgesic agent

- PercTpalmonnsi Homep [ Marketing authorization
number

- Yenosua otnycka / Terms of dispensing

- Cnocob npumenenua / Directions for use

E-Pharmo Trento S.p A,
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- Homep cepww / Batch numbser

- Daty wsrorosnedus | Manufacturing date

- «lopieH ao.. » f «Expiry date...»

- liTpux-kop f Bar-code

- MpoussoacTeenHbie kogsl / Manufaciuring codes
- 3TrKeTKa KOHTPONA NEpPBOro BCkpeitiA / Tamper
evident seal

- Cpeaciea uaeHTAbUKaLYR CHOTEMBI MOHUTOPHHTE
[BUXEHUS NeKapcTBeHHLIX npenapaTos / Means of
identificalion of the system for monitoring of the
movement of the drugs

13. | Ceprugpurat / Certification statement HaCTosLMM i 33REPSAI0, YTO WHORMALMA, U3N0XeHHaRA
BbitUE, ABMAGTCH TOUHOW ¥ NOCTOBEPHOA. MPOW3BOACTBO
[aHHOM CEPHI NPORYKTE, BKITHOYAS YNEKOBKY/MaPKNPOBKY W
KOHTPOJib KauecTea, Guine DCYWECTBNEHO Ha YKa3aHHO A
BBILLE TIPOM3BOACTBEHHOR{-bIX) RNOLIAfKE(-8X) B ROMHOM
COOTBETCTBMM C TpeboBaHysMW Haanexallen
MPOU3IBOLACTEERHOMA NPAKTUKY, YTREDKAEHHLIMY MECTHLIMM
KOHTDOIMMDYIOLWMMU OpFaHasi, # cneyudykaguei
DETUCTRALMOHHBIX LOKYMEHTOB UMNOPTUPYHOLIBH CTPAHbI.
OTyeTbl 0 NPOMIBCACTRE, YNAKOBKE 1 aHanuae cepiy Obiau
NPOaHanNaupoeBaHsl U NPU3HaHL! YACBNETBORAILIAMU
CTaHaapTam Hafnexallel NpoKu3soaCTBEHHON NPaKTHKK.

| hereby certify that the above information is authentic and
accurate. This patch of product has been manufactured,
including packaging/labeling and guality control at the above
mentioned site(s) in full compliance with the GMP
requirements of the locai Regulatory Authority and with the
specifications in the Marketing Authorization of the imporiing
country.

The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP,
BhlLieykadasHas cepus oTeeuaet TpebosaHuamM HOPMETUBHON
pokyveHtauuu./ The above batch meets the requirements of
normative documentation.

e\
13. | KoHTpone kauectea / Quality Control Noanuc .'Signzd: ; éf
Hata/ Date of issue: /}’S , OL- 2 S {’ ﬁ’ ’
14, i, bt
YnonHomouennoe nuye / Qualified Persen Mognuck / Signed:

flata / Date of issue: Az / G7. [/ 7/erday (9 Ve \N o0 -
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M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-250368

ToproBoe HaMMEHOBaHUE Humecun®

MexxayHapoAHOE HENTaTeHTOBAHHOE HAUMEHOBAHHE Humecynun

(TpynmupOBOYHOE MIIM XMMUYECKOE)

JlexapctBennas popma TaOJICTKU TUITYYHE

Hosuposka 100 mr

®Dopma BBIITYCKA 10 mT. , TYyOBI , HAYKK KAPTOHHBIE

Howmep cepuu (maptum): 250368

O0beM cepun(mapTun) 10 080

JlaTa nmpousBoaCTBA 28.01.2025

I'ogen o 01.2028

HaumeHnoBanue u agpec npou3BoAUTENS (C yKazaHUEM IpousBoaurenn I'J1D

CTaJuil MPOU3BOICTBA) (Bce cTtaguu, BKItOUast BHITYCKAIOIIUI

KOHTPOJIb))

E-®apma Tpento C.i.A..,Utanus
(Frazione Ravina ,Via Provina, 2,38123
Trento (TN), Italy)

Howmep u nara perucTpalilnoHHOTO yIOCTOBEPEHUS JII1-004523 or 31.10.2017
Hata nepeodopmnenus PY 06.03.2023

Howmep u nata HopMaTUBHON JOKYMEHTALIUU JIT1-004523-310320,u3m. Nel

HanmenoBanue u azpec JepxKaTens bepmun-Xemu Al',I'epmanus

PErUCTPALIMOHHOTO YI0CTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii 10KyMEeHT NOATBEP:KIAeT:

-lIaHHBIN JIEKApCTBEHHBIN Mpemapar cooTBeTcTBYeT 61-P3 «OO6 obpalieHuu JeKapCTBEHHBIX
CPEICTB...»;

-cepHsl JIGKApCTBEHHOT'O IIpenapaTa COOTBETCTBYET TPEOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJapCTBEHHON perucTpaluu

.v/>

/= Cokonos B.Jl.  08.04.2025
(oM Ch) (mara)

Ny
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JloBepeHjioc Ty Of;

000 “BepnuH-Xemu/A. MeHapuHK"

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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