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FINEFOODS CEPTUOUKAT AHAJIU3A / CERTIFICATE OF ANALYSIS
1S09001  1SO14001
Nutraceuticals -
Pharmaceuticals Ceprugpnuxar N@ / Certificate no. 202215088
HUMECUN®
Mpoayxr/ (HMMecynua, rpaHynbl ANA NPUrOTOBNEHUA CYCNEH3UKU ANA NpuemMa BHYTpPb, 100 Mr) F136352
Product: NIMESIL®
(nimesulide, pellets for suspension for oral administration, 100 mg)
Homep cepun / Batch No. 22792 KonuuecTeo ynakosok / Number of packs  54.513 pck
[ata n arotoenenus / Manufacturing date:  06/2022 Cpok roaHocTu / Expiry date: 06/2025
[ara aHanwusa / Date of analysis: 18/07/2022
HopmaTtueHeIlil AokyMeHT H / Ref. Normative document: 1 N011439/01-170820
Deicreyloulee sewectso / API: Humecynua / Nimesulide CtpaHa npoucxoxaenus / Country of origin Wuausa / India
MpowssoguTens gercTeyowero sewectea / AP/ Aptu HapkoTukn OrpanuyenHoe - Yuactok Ne N-198
Manufacturer: Aarti Drugs Limited - Plot No. N-198
Fooinoni, | Manidstine: daiiH ®yac & Gapmacsiotukana H.T.M. C.n.A., Utanua
P " ' Fine Foods & Pharmaceuticals N.T.M. S.p.A., Italy
; PE3YNbTATbI /
NAPAMETP / PARAMETER TPEEOBAHMWE / SPECIFICATION RESULTS
CeeTno-XenTbii
3EPHUCTBIN NOPOLLCK C
CBeTNo-enTblit 3ePHUCTLIH NOPOLLOK C aNenbCUHOBLIM 3anaxom. aﬁgﬁ;ﬁ::ﬁ::‘:yiigﬁ:;"
MonyueHHan cycneHans Genoro unu CBETNO-KenToro useTa / g
ONNCAHKE  APPEARANCE Granular light-yellow powder with orange odor. Resulted suspension is white cag::’c:u)gr;;’r: y"é:.gf 4
or light-yellow powder with orange odor.
Resulted suspension
is light-yellow
B3XX: Bpemna yaepXuBaHus OCHOBHOMO NMka Ha Xpomartorpamme
NCNbITYEMOro pacteopa AOMKHO COOTBETCTEOBATbL BPEMEHU YAepPXKNBaHWA
OCHOBHOrO NWKa Ha XpoMmaTorpaMMme CTaHAapTHoro pacteopa / COOTBETCTBYET /
HPLC: Retention time of the main peak in the chromatogram of the test complies
solution should correspond with that of the main peak in the chromatogram of
the standard solution.
NOAAMHHOCTb / IDENTIFICATION B3X-OMA: Cnexkrp o«EHosuoro nuKa Ha Xxpomarorpamme MCnbITyemoro
pacTesopa, Nony4eHHbIn C NOMOLLBI0 4AWOAHO-MAaTPUYHO-TO AEeTeKTopa,
AOMKEH COOTBETCTBOBATL CNEKTPY OCHOBHOIO NMUKa Ha xpomartorpamme
cTaHaapTHOro pacTsopa / coo;a;;’c;:zeﬂ
HPLC: DAD: DAD spectrum of the main peak on the chromatogram of the P
test solution conforms to the spectrum of the main peak on the chromatogram
of the standard solution.
CpeaHnas macca cogepxumoro naketuka / Average weight of sachet content:
20r+75% 1,99r/g
(oT11,85rpo2,15r/From1.85gt0 2.15q)
OQHOPOLHOCTL MACCDI / 18/20 nakeTtukos He Gonee + 7,5 %; 2/20 nakeTukos He Gonee + 15 % oT
MASS UNIFORMITY 2
cpeaHen MaccCbl COAEPXXUMOro nakeTmka / COOTEETGTByETf
18/20 sachets nmt £ 7.5 %, 2/20 sachets nmt + 15 % of the average weight of complies
content of 1 sachet
pH CYCNEH3WW / pH OF SUSPENSION Or25p035/From25t03.5 3.2
MOTEPA B MACCE NPH o
BbICYLLMBAHUWU / LOSS ON DRYING =1.05% GA%
PA3MEP YACTULL / PARTICLE SIZE ™" He pomxHo BeiTe yacTuy ¢ pasmepom Gonee 100 mkm / No particles more <100 pm

than 100 um

OAHOPOAHOCTE AJO3UPOBAHWA /
DOSAGE UNIFORMITY™

MapameTp npuemnemoctu AnA 10 eAMHWUL A03MPOBAHUA <15,0;
MapameTp npuemnemoctu Ana 30 eanHWL A03upoBaHus < 15,0 1 HWM OgHa U3
eAVHUY po3npoBanna He meHee 0,75 M u ve Gonee 1,25 M / Acceptance

He ucnbiTaHo /

claims)

parameter: for 10 dosage units AV £ 15.0; for 30 dosage units AV < 15.0 and not tested
none of dosage units not less than 0.75M and not more 1.25M
97,0
KO!'IHHECTBEHE-;OE Ot 95,0 go 105,0 mr / nakeTtuk / From 95,0 to 105,0 mg / sachet mr/nakeTuk (mg/sachet)
2ggf‘35nEH“E (95 %- 105 % oT 3anABneHHoro cogepxanus) (95 % - 105 % of the labelled

(97 %)

Fine Foods & Pharmaceuticals N.T.M. S.p.A.

Via Grignano, 43 - 24041 Brembate (BG) - Italy
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PE3YINIbTATDbI /
MAPAMETP / PARAMETER TPEBOBAHME /| SPECIFICATION RESULTS
POLCTBEHHLIE MPUMECH / RELATED
IMPURITIES
TNio6 / g
O A ididus) impirty =05% L
Cymma npumeceir/ <1.0% 0.0

Total impurities

MWKPOBUONOIrMYECKAA
YUCTOTA / MICROBIOLOGIC PURITY

Kateropws 3 A/ Category 3 A:

Obulee konuyecTeo aapobHelx GakTepuit
/ total aerobic bacteria

<10°KOE e 1r/ CFU/g

<10KOE B 1r/CFU/g

lpuBos Ha r unu mn / fungi

<10°KOEB1r/CFU/g

<10 KOEB 1r1/CFU/g

E. coli otcyTcTBytoT / Absence of E.coli

cooTBeTCTBYET /
complies

cooTeeTcTBYET / complies

YNAKOBKA / PACKAGING

Mo 2 r rpanyn B TPEXCNOiHLIA NakeTuk [Gymara/anioMuHnesan
honera/nonuatuneH].

Mo 9 NakeTMKOB C MHCTPYKLMER N0 NPUMEHEHWIO B KAPTOHHOK navke /
2 g of granules per a three layer sachets made of paper/aluminum
foil/polyethylene.

9 sachets along with the instruction on medical use per a carton box.

CooteetcTayet / Complies

MAPKWPOBKA / LABELLING

B cooteercteuu ¢ HA / In accordance with the ND

Cootsetcteyet / Complies

*1) He TeCTUPYETCH B NNAHOBOM NOPSAAKE.

Mokasatenu «Pasmep wacTuu», «OAHOPOAHOCTL [AO3MPOBaHWUs» BKMlYeHel B HI B cooTReTcTBMM C TpeGOBaHWAMU, NPUHATHIMU B PO K
CTaHAapTU3ayuMu [aHHOW nekapcTBeHHOW dhopmbl. [laHHele nokasaTenu MOryT OTCYTCTBOBAaTb B CepTUMKATE aHanusa MpOW3BOJUTENS.
MpouasoanTENL rapaHTUPYET KAYeCTBO NO AaHHLIM NOKa3aTensam.

*1) Not routinely tested.

Parameter has been included in accordance with requirements enacted in the Russian Federation aiming to standardize this dosage form and may be
absent in the certificate of analysis of the manufacturer but the company guarantee the quality of the medicinal product complies with the requirements

of the specification in this parameter.

MEPBUYHAA YNAKOBKA IEKAPCTBEHHOIO NMPEMAPATA /
PRIMARY PACKAGING OF THE DRUG PREPARATION

HA MAKETUKE HA PYCCKOM A3bIKE YKA3LIBAIOT / ON THE SACHET THE FOLLOWING WRITING IN RUSSIAN IS MADE:

HAMMEHOBAHWE ®WUPMbI-
NPOU3BOAUTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

daiii dyac & Papmackiotukana H.T.M. C.n.A., Utanus

CooteetcrByet / Complies

HAUMEHOBAHUWE ®UPMbI-
OUCTPUELIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

Bepnuu-Xemu AT, Mepmannsg

Cooteetcreyet / Complies

noroTtun/LoGoO

M BERLIN -CHEMIE
MENARINT

Cooteetcreyet / Complies

TOPIrOBOE HAMMEHOBAHWE

MNPEMNAPATA® /| TRADE NAME OF HUMECUN® Cooteetcreyet / Complies
PREPARATION®

MEXOYHAPOOHOE

HEMNATEHTOBAHHOE

HAMMEHOBAHMUE / THE HUMecynua Cootsercrteyet / Complies

INTERNATIONAL NON-PROPRIETARY
NAME

NEKAPCTBEHHYIO ®OPMY /DOSAGE
FORM

rpaHynel AnA NpUroToBneHWA CyCneHsun AnA npuema BHyTpb

Cootsercrayert / Complies

OO3MPOBKY / THE DOSAGE

100 mr

Cooteetcrayet / Complies

COLEPXAHMWE OEWCTBYHOLIErO

BELLECTBA B 1 NAKETUKE /THE
CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

B 1 naketuke cogepxurca 100 mr Humecynuga

Cootsetcrayet / Complies

Fine Foods & Pharmaceuticals N.T.M. S.p.A.

Via Grignano, 43 - 24041 Brembate (BG) - Italy
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NEPBUYHASA YMAKOBKA NEKAPCTBEHHOIO MPEMAPATA /
PRIMARY PACKAGING OF THE DRUG PREPARATION

«MPOTUBOBOCMNANUTENLHOE,
OBE3EBE0NIMBAIOLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpotusoBocnanuTensHoe, obesbonusaoLLlee CpeacTBo

Cootsetcrteyet / Complies

«COBIMIOAAT B NPUMOXKEHHYIO
WHCTPYKLIMIO MO NPUMEHEHUIO
NPEMNAPATA> /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION »

CobnioaaTs NpUNOXKEHHY0 MHCTPYKUMIO MO NPUMEHEHWIO NpenapaTa

CooteetctByeT / Complies

«JIEKAPCTBEHHOE CPEACTBO
XPAHWUTb B HEQOCTYNHOM ANA
OETEW MECTE!» / «<KEEP THE JlekapcTBEHHOE CPEACTBO XPaHUTe B HEOCTYNHOM ANA AeTel mecTe!
PREPARATION QUT OF THE REACH
OF CHILDREN!»

Cootsertcreyet / Complies

Ne CEPWM / BATCH NUMBER XYNNN

22792

OATA U3rOTOBIN. / MFG DATE MM.YYYY

06.2022

FOOEH N0 / BEST BEFORE MM.YYYY

06.2025

HEBUAWMBIW 3HAK 3ALLNTBI /

INVISIBLE SIGNS umeeTcs or He umeeTca / available or not available

He umeeTcs / not available

BTOPWYHAS YINAKOBKA / SECONDARY PACKAGING

HA KAPTOHHOW MAYKE HA PYCCKOM A3LIKE YKA3BIBAIOT / IN THE CARTON BOX THE FOLLOWING WRITING IN RUSSIAN IS MADE!

HAWMEHOBAHUE ®UPMbI-
NPOW3BOAOUTENA, CTPAHY / NAME
OF THE MANUFACTURING COMPANY
AND COUNTRY

®aiitH Pyac & Papmacsiotukana HT.M. C.n.A., Utanua

Cooteetcrtayet / Complies

HAMMEHOBAHWE ®WUPMbI-
AUCTPUBbLIOTOPA, CTPAHY / NAME
OF THE DISTRIBUTING COMPANY AND
COUNTRY

BepnuH-Xemu Al', Mepmanun

Cooteetcteyet / Complies

norotun/LoGo NA BERLIN-CHEMIE

Cooreertctayet / Complies

MENARINI
TOProBOE HAMMEHOBAHUE
MNPEMNAPATA® /| TRADE NAME OF HUMECHUI®
PREPARATION®

Cooteetcteyet / Complies

MEXOYHAPOOHOE
HEMATEHTOBAHHOE
HAUMEHOBAHWE / THE HUMecynug,
INTERNATIONAL NON-PROPRIETARY
NAME

Cooteetcteyet / Complies

NEKAPCTBEHHYIO ®OPMY /DOSAGE

rpadynsl AnA NPpUroToOBNeHUA CycneHann ana npuema BH b
FORY paHynel Ans np y Aans np yTp

CooteetctByeT / Complies

OO3UPOBKY / THE DOSAGE 100 mr

Coorteerctayet / Complies

KONMUYECTBO NAKETUKOB B
YMNAKOBKE / NUMBER OF SACHETS IN 9 nakeTMKoB
THE PACKAGING

CooteetcTtyet / Complies

COOEPXAHWE OENCTBYIOLLErO

BELLIECTBA B 1 MNAKETUKE /THE
CONTENTS OF THE ACTIVE
SUBSTANCE PER 1 SACHET

B 1 naketuke cogepxutcsa 100 mr HUMecynuaa

Cooteetcrayet / Complies

YCNOBUA XPAHEHUA / STORAGE

CONDITIONS XpaHuTk Npu TemnepaTtype He Boiwe 25 °C

CootsetcteyeT / Complies

YCNOBWA OTMYCKA / DISCHARGE Mo peuenty
CONDITIONS

CooteetctByet / Complies

PEMMCTPALIMOHHBIN HOMEP /

REGISTRATION NUMBER: tl Rot14awo1

Cooteetcteyet / Complies

Fine Foods & Pharmaceuticals N.T.M. S.p.A.

Via Grignano, 43 - 24041 Brembate (BG) - Italy
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BTOPUYHASA YNAKOBKA / SECONDARY PACKAGING

«COBNAATHE MHCTPYKLMUIKO MO
NMPUMEHEHWIO NPEMNAPATA,
KOTOPAA HAXOOUTCA BHYTPU
YMNAKOBKHW » /

«FOLLOW THE ATTACHED
INSTRUCTION ON THE USE OF
PREPARATION, WHICH IS INSIDE THE
PACK»

Cobnogarts MHCTPYKLMIO MO NPUMEHEHWIO Npenapara, KoTopas Haxo4uTes
BHYTPW YNaKOBKM

Cooteetcreyet / Complies

«JIEKAPCTBEHHOE CPEACTBO
XPAHUTbE B HEQOCTYNMHOM ANA
OETEW MECTE!» / «<KEEP THE
PREPARATION OUT OF THE REACH
OF CHILDREN!»

TNekapcTeeHHOe CPeACTBO XPaHUTL B HEAOCTYNHOM AMs AeTel mecTe!

Cootsetcreyet / Complies

«MPOTUBOBOCNANUTENBHOE,
OBE3BONIMBAIOLLEE CPEACTBO> /
«ANTI-INFLAMMATORY, ANALGESIC
AGENT»

MpotusoBocnanuTensHoe, obesbonueakoLlee cpeacTeo

Cootsercreyer / Complies

«COOEPXAT CAXAPO3Y» /
«CONTAIN SUCROSE»

Copaepxar caxaposy

CootsetcTayeT / Complies

«AnA NMPUEMA BHYTPb» / «FOR ORAL
ADMINISTRATION»

[Onsa npuema BHYTPb

CootsetcTyeT / Complies

Ne CEPWM / BATCH NUMBER XYNNN 22792
OATA U3rOTOBN. / MFG DATE MM YYYY 06 2022
FOOEH OO / BEST BEFORE MM YYYY 06 2025

LUTPUX-KOL / BAR-CODE

uMeeTcs or He umeeTcs / available or not available

umeeTcs / available

HEBUOWMbIN 3HAK 3ALLUUTBI /
INVISIBLE SIGNS

nmeeTcA or He umeeTcs / available or not available

umeeTcs / available

NPOW3BOACTBEHHLIN KOA /
PRODUCTION CODES

umeeTcs or He umeeTcs / available or not available

umeetca / available

STUKETKA KOHTPONA NEPBOIro
BCKPbITUA / FIRST OPENING
CONTROL LABEL

nmeeTcA or He umeeTca / available or not available

He umeeTcs / not available

CPEACTBA WOEHTU®UKALIMK
CUCTEMbI MOHUTOPUHIA
OBWXEHUA NEKAPCTBEHHbIX
MNPEMNAPATOB / MEANS OF
IDENTIFICATION OF THE SYSTEM FOR
MONITORING OF THE MOVEMENT OF
A MEDICAL PRODUCTS

nmeeTcs or He umeeTca / available or not available

umeetcs / available

XPAHEHME / STORAGE

XpaHuTe npu TemnepaTtype He Beiwe 25 °C / Store at a temperature not exceeding 25 ° C

CPOKOAHOCTMW / SHELF LIFE

3ropa/ 3years

Bblmeyxasaunaa cepusa CoOOTBeTCTBYeT Tpeﬁoaauuﬂm HOPMaTUBHOMW OOKYMEHTaLuM U paspelleHa K BbIMyCKy

YNOMHOMOYEHHbIM NTULOM.

The above batch meets the requirements of normative documentation and has been released by a Qualified Person

YnonHomoyenxoe nuyo/Qualified Person

Mapuo Bap6uxu

Fine Foods & Pharmaceuticals N.T.M. S.p.A.

Via Grignano, 43 - 24041 Brembate (BG) - Italy




M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-22792
Toprosoe HaMMEHOBaHUE Humecun®
Mex1yHapoaHOE HETaTeHTOBAaHHOE HAUMEHOBAaHKE Humecynun
(TpynnupOBOYHOE MM XMMHUYECKOE)
JlexapctBenHas popma TPaHyJIbl 17151 IPUTOTOBJICHUS
CYCIICH3HUH JUIsl TPUEeMa BHYTPb
Hosuposka 100 mr
®dopma BbIITyCKa 2 r, naketuku (9 mr.) , mauka
KapTOHHas
Howmep cepuu (maptun): 22792
O0bem cepun(mapTun) 54 513
JlaTa npousBojacTBa 06.2022
I'onen no 06.2025
HaunmenoBanue u anpec mpousBoauTesis (¢ IMpousBoautenb-Daitn Dyac &
yYKa3aHHEM CTaJui IPOU3BOJICTBA) @®apmacsrotukan3 H.T.M.
C.n.A.,Utamus (Via Grignano,43-24041
Brembate(BG), Italy)
Boinyckawimmii KOHTPOJIb
KayecTBa-
®Daiin Oync & DapMacbOTHKAI3
H.T.M. C.n.A..,Uranus (Via
Grignano,43-24041 Brembate(BG),lItaly
Howmep u nara peructpalilnoHHOTO y10CTOBEPEHUS ITNO011439/01 ot 18.08.2010 (mara
3amensl PY 17.08.2020)
Howmep u nata HopMaTUBHON TOKyMEHTaLUU ITNO011439/01-170820
HaumenoBanue u azpec JepoKaTens Jlaboparopus I'yunortu C.m.A.,
PEruCTPaIIOHHOTO YO0CTOBEPEHUS Uranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosimumii 1OKyMeHT NOATBEP:KAAeT:

-IIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTByeT 61-P3 «OO6 obpaiieHuH JeKapCTBEHHBIX
CPEICTB...»;

\_/
—

A Pysamosa T.B.  26.08.2022
(nganuce) (mara)

J0BEpEHHOCTE Tieiso
Ne 6/u o1 10.01.2022

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


RuzanovT
Печать

RuzanovT
Рузанова


