000 bepnnH-Xemn/A. MeHapnHn

IMOITBEPKIEHHE COOTBETCTBUS

Ne [1C-12248
Toprosoe HaHMEHOBaHHeE Humecnn®
Mex1yHapoHOE HENATEHTOBAHHOE HAUMEHOBaHHE Humecynua
(rpynnupoBOYHOE UK XUMHUYECKOE)
JlexapcTBennas dopma rpaHyJ/ibl A/ IPUIOTOBICHMS
CYCIEH3HMH I pUeMa BHYTpPb
Jo3snposka 100 mr
dopma BeITyCKa 2 r, nakeruku (30 wr.) , nayka
KapTOHHas
Howmep cepuu (maptumn): 12248
O6veM cepuu(napTuu) 6426
Jlara npousBoacTBa 28.05.2021
["oneH no 01.05.2024
HaumeHoBaHue U aapec NPOU3BOAMTEINA (C yKazaHHMEM IIponsBoauTenb-Jlabopatopuoc
CTaaui NpOU3BOACTRA) Menapunu C.A. Ucnanus (Alfons XII,
587 08918 Badalona, Spain)
Boinyckarinii KOHTpPoJib
kauyectBa-Jlaboparoproc MeHnapuHu
C.A. Hcnanus (Alfons XII, 587 08918
Badalona, Spain)
Homep ¥ nata perucTpalluOHHOIO YIOCTOBEPEHHS TTNO011439/01 ot 18.08.2010 (nara
samensl PV 17.08.2020)
Homep 1 nata HOpMaTHBHOM JOKYMEHTALIMH TTN011439/01-170820
HanMeHoBaHue 7 ajzpec JepKare’s Jlaboparopus I'yuporru C.LA.,
perucTpanoOHHOrO yJ0CTOBEPEHHS Hranus
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosiimmii J0KYMeHT NOATBepIKIaeT:
-IaHHBI JIeKapCTBEHHBIH mpenapaT cooTBeTcTBYeT 61-®3 «O6 obpaiieHun JieKapcTBEHHBIX
CpEACTB...»;

-cepHs JIEKapCTBEHHOTO IperapaTa COOTBETCTBYET TpeOOBaHMSAM, YCTAaHOBJIEHHBIM IPH €ro
rocyapCcTBEHHOM perucTpauru

000 «lg N CR¢ ‘ 12.10.2021
) (nara)

Josepent
Ne 6/u oT

000 “Bepnun-XewsA: Merdpunn”

HOpuguqeckunii agpec: Poccus, 123317, . Mocksa, MpecHeHckan HaBepexHas, a. 10
MouToskin agpec: Poccuna, 123317, r. Mockea, MNpecHeHckan HabepexHan, a. 10
TenedpoH: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Los certificades de Sistemas de Gestion corresponden
a Laboratorios Menarini. 5.A

MpoaykT / Product: HUMECWN® / NIMESIL® ' 30 nakeTukos / sachets
(Humecynua, FpaHynel ANA NpUroTOBNEHWA CYCNeHsnn Ans npuema BHYTPb, 100 Mr)
(Nimesulide, granules for suspension for oral administration, 100 mg)

Kop npoaykra / Client code: F136353

Ceprudukar Ne / Certificate No.: 336710

Homep cepun / Batch No. : ' 12248

O6bem cepum (KONMYecTBO) / Quantity{pck.) : 6426

[ata usrotoBnexuns / Manufacturing date: 28/05/2021

[aTa ucreueHus cpoka ropHOCTH / Expiry date: - | 05/2024

[lata ananu3a | Date of analysis: 01/07/2021

MpoussoauTens / Manufacturer: NabBopaTopuoc MeHapvHi C.A., Wcnarus
L aboratorios Menarini S.A.. Spain

HopmaTuBHaA AOKYMeHTaUnA

Number of valid Normative Document (ND): M NO11439/01-170820

DeWcTBylOllEE BEllecTBO T API: Humecynna | Nimesulide
MpouasoaUTENDb 4EMCTBYIOLEro sewectBa /| Manufacturer of the pharmaceutical substance (API).
Aarti Drugs Ltd., India

TORCATION| PESYNBTATEI ) RESUITS

CBeTno-KenTblit 3ePHACTbIA

7% NAPAMETP { DA GMETER i | TPEGOBAHME “*

S

e
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L CBETNO-KENTbIl 3ePHACTBIA NOPOLLOK ¢ | MOPOLIOK C anenbCuHOBBIM
anenbCUHOBbLIM. 3aNaxoM. sanaxom. Mony4eHHas
- Mony4exHas cycnexaus Genoro um CYCNEH3WsI CBETIIO-KENTOro
OMWUCAHUE / APPEARANCE CBETNIOHENTOrO LBeTa | LpeTa i
. Granular light-yellow powder with orange Granular light-yellow powder

odor. Resulted suspension is light-yellow. with orange ador. Resulted
suspension is light-yellow. _

BOXX: Bpems yaepXueaHua
OCHOBHOTMO NWKa Ha XpomartorpaMme
WCNBITYEMOro pacTsopa A0MKHO
COOTBETCTBOBATL BPEMEHU
yAEepKMBAHUA OCHOBHOTO Nuka Ha il
- | xpomarorpamMme CTaHaapTHOMo CooTeetcTyeT / Complies
MOQNUHHOCTb / IDENTIFICA TION DACTBOPA HAMECYNWAA 7
HPLC: Retention time of the main peak
in the chromatogram of the test
g solution should correspond with that of
HE the main peak in the chromatogram of
the standard solution of Nimesulide.
BOKX-OMI (AMOAHO-MATPULHBEIA
peTekTop): CnekTp OCHOBHOrO nvka Ha
XpoMmaTtorpamme WCnbITyemoro
pacTeopa, NosTy4eHHbIA C NOMOLLBIO
ANOAHO-MaTpU4HO-TO ”Ae'rek'ropa,'
[OSKEH COOTBETCTBOBATL CNEKTPY
MOMNMHHOCT / [DENTIFICATION OCHOBHOIO MNiKa Ha xpomarorpamme CooteetcTayeT / Complies
CTaHAapTHOro pacteopa. '
HPLC-DAD (Diode array detector)
DAD spectrum of the main peak on the
chromatogram of the lest solution
conforms to the spectrum of the main
peak on ‘the chromatogram of
the standard solution.

- Tome 11 391 Falin 7T Hou'B
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Laboratorios Menarini, S.A. | Aifons XIl, 587, 08918 Badalona, Barcelona, Espafia | (+34) 93 46288 00 | inffo@menarini.es ~L
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Los certificados de Sistemas de Gestian corresponden
@ Laboratorios Menarini §.A

Npopyxr / Product : HUMECWUN® / NIMESIL®
Ceprudpmkar Ne / Certificate No. ; 336710
Homep cepuun / Batch No. : 12248

2 MIAPAMETP | SARANE TER

- TPEBOBAHME / SF=CIFICA 1100 | PESYNBTATBI [ 50"
20r+75% 1}

(071,85rn02,1571) 20r/g
CPEQHSS MACCA 209+7,5%
COPEPXWMOTO N OTKNOHEHUE | (From 1,85 g to 2,15 g)

23,5;;55[’3' Egﬂ%%g’ WEIGHT 18/20 naketuxos He Gonee + 7,5 %,

and DEVIATION of the AVERAGE | 2/20 nakeTukos e Gonee + 15 % or
MASS CpeAHei Macchl COAePXKUMOro nakeTuka
18/20 sacheis x 7,5 %; 2/20 sachets +
15 % from average mass of the sachet

CootsetcTBYeT / Complies

MOTEPA B MACCE NMPU He Gonee 1,0 % 029
BbICYIUMBAHWW /LOSS on DRYING | Not more than 1,0 % i
.| PH/pH Or25003,5/From 25t035 3,2
- . [ He AOIMKHO BbITb YaCTUL C pasmepom i _
* | PA3MEP YACTUL, /PARTICLES SIZE Gonee 100 Mkm / No particies more than Cootsetcrayet / Complies

E 100 m

Ot 95,0 go 105,0 Mr / nakeTuk

PR 1
i | KOMMYECTBEHHOE ONPERENEHME | (95 % - 105 % ot sasenewworo |0 o mg/sachet
£ | assay coaepxaHus) (102 %) .
5 ' From 85,0 to 105,0 mgq / sachet ;

(95 % - 105 % of the labelled claims)

NMoBas epuHUYHan npumecs —

He Gonee 0,5 % a He o6HapyxueaeTcs
Any individual impurity: Not quantifiable
NOCTOPOHHUE NPUMECH not more than 0.5 % ;
- | RELATED IMPURITIES : d
Cymma npumeceit — He Gonee 1,0 % He obHapyxuBaeTcs
Total impurities: not more than 1,0 % Not quantifiable
NapameTp npuemnemocTty 4na 10
eAWHUL Ao3upoeaHus < 15,0;
MapameTp npuemnemoctu gna 30
€4MHUL fosupoBaHna < 15,0 M HK opHa i
W3 eanH1L Jo3upoBaHna He meHee 0,75 | MapameTp fipuemnemocty
M v He Bonee 1,25 M /AV:28
OQHOPQEHOCTID AO3NPOBAHUSA Acceptance parameter: .
DOSAGE UNIFORMITY for 10 dosage units AV < 15.0; Cooteetctayet / Complies

for 30 dosage units AV < 15.0; and
none of dosage units not less than
0.75M and not more 1.25M.

Crp. / Page 2
Laboratorios Menarini, S.A. | Alfons Xl 587, 08918 Badalona, Barcelona, Espafia | {+34) 93 462 88 00 | inffo@menarini.es
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Los certificados de Sistemas de Gestidn corresponden
a Laboratorios Menaiini. 5.A

Mpoaykt / Product HUMECUN® / NIMESIL®
Ceprudukar Ne / Certificate No. : 336710
Homep cepum / Batch No. : 12248

‘w* MAPAMETP / i~ ARAME TER 4% yTPESOBAHVIEJ SPECIFICATION PE3SYNbTATBI [ /om0
OfbLee KONU4ecTBo aspoBHbIX

Gakrepuii < 10°KOE BT “ ;‘g 225/5 r
MUKPOBMONOIMMYECKAS < 10° CFU/g total aerobic bacteria v
HYACTOTA l'puBos Ha r unu mn < 10°KOE B - 10KOE®BT
MICROBIOLOGIC PURITY < 10% CFU/g fungi 10 CFUrg
Kateropus 3 A / Category 3 A: :
E.coli otcytcTyioT ‘ CooTtseTcTByeT
| Absence of E.coli Complies
Mo 2 r rpaHyn B TPEXCNOAHBIN NakeTuk
[Bymara/aniomuHueras
bonbra/nonuaTuneH). i
Mo 30 nakeTnkoB ¢ MHCTPYKUMEA o Coorae'rc*ray?T
YnakoBka | PACKAGING NPYMEHEHWIO B KAPTOHHOW Navke Complies 3

- 2 g of granules per a three-layer packets
4 made of paper/aluminum foil/polyethylene.
30 packets along with the instruction on
medical use per a carton box.

B cooteetcteuu c HJ , pasgen
Mapkupogka, uam. Ne1

. | Mapkuposka / LABELLING In accordance with the ND, section

8 Labetling, change Ne1

Cooteetcreyer
Complies

BbiweykasaHHas cepus CooTBETCTBYET TPeBGoBaHWUAM HOPMATUBHOM AOKYMEeHTaLUuK 1 paspelleHa K
BbINYCKY YNONHOMOYEHHLIM NULIOM, '

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

nacHER - Toms 119

02/07/2021
AvpekTop no kadecTsy
Quality Director

Crp. / Page 3
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