Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANNU3A
Product : Nise gel 1%, 50 g
Ipoayxr: Haiis®, resp mist HapyxHoro npumenenust 1%, 50 r
Market / Poinok : Russia / Poccus
Batch No. / . V240161 Batch Quantity / . 23529 units /
Cepust No i Pasmep cepun 23529 equHKL
Analytical RepOft No./ . 040002469329 Date of Analysis / . 29.03.2024
AHaanTnyeckuii oruer No Jara anaanza
Date of Manufacture / . 03/2024 Date of Expiry / 02/2027
Jara nponssoacTea Tonen o
Mfg. License No. /
TpousBoAcTBeHHAS : MNB/05/263 11‘,4;‘ number: /Homep . 5 ny001198)-(PT-RU)
JuneH3usa Ne
Analysis performed according ND No / Anaau3s nposenen no H/I Ne: JITI-Ne(001198)-(PT'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PI'-RU) ot 29.03.2023

[ Ne

Test / Ilokazarenn

Result / PezynbTaThl

Specification / Hopma

Appearance / Onucanue

Clear homogenous light yellow gel, free
from particulate matter / OqHOpOAHBILi
[po3pauHblii refib CBETIIO-KENTOr0
11BeTa, CBOOOHEIN OT ITOCTOPOHHUX
YaCTHIL.

Clear homogenous

yellow to  yellow gel, free
particulate matter / OMHOPOAHBIH Npo3p
rejiib OT CBETIO-XKENTOrO J0 JKENTOr0
CBOOO/THBIH OT NOCTOPOHHUX YACTHIL.

Identification by HPLC /
Unentudukanus (BIZKX)

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHHUAM

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of]
nimesulide reference standard solution
(section Assay). / Bpems ynepxuBaHus
OCHOBHOTO IHKa Ha XpoMmaTorpamme
MCIIBLITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATH BPEMEHH YACPKUBAHHUS
OCHOBHOTO [IMHKa Ha XpoMmaTorpamme
pacTsopa CTaHJApPTHOTO obpazua
HuMmecyauaa (pazaen «KonuuecTBeHHOE
OTIpe/IeIEHIE)

Weight of package
contents Macca
COAEPXKUMOr0 YIAKOBKM

5lg/5lr

According to the requirements. Not less
than 50 g / B cooTBercTBUM C
rpebosanusiMu. He menee 501

4

pH

5.7

4.6t06.0/014,6 106,0

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoayxt coorBeTcTBYeT TpeboraHusm HJI

Conclusion : APPROVED /
3axmouenue: OJQBPEHO

Prepared by / [loarotoBneHo: Checked by / Approved by: Manager/Executive /

Nitin Sharma ITpoeepeno: Santosh Kumar Onobpeno: MeHemudep / PyKkoBogHTENb!
W Maurya = Abhishek Chauhanx& _

Reprint Date / Reprint Date / Reprint Date / T

Hara: 29.03.2024 JHara: 29.03.2024 Hara: 29.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHATTU3A
Product : Nise gel 1%, 50 g
Mpoaykr: Haits®, renb ans HapyKHoro npumeHexus 1%, 50r
Market / PoIHOK : Russia / Poccus
Batch No. / . V240161 Batch Quantity / 23529 units /
Cepus Ne ) Pasmep cepun * 23529 enuHuL
Analytical Repovrt No./ . 040002469329 Date of Analysis / . 29.03.2024
AHaauTHdecKHii oTuet Ne JlaTta ananausa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027
Jdara npon3BoacTsa I'open go
Mfg. License No. / .
IIpou3BOACTBeHHAS : MNB/05/263 ll‘f;," number: /Homep . 11 no(001198)-(PT-RU)
Jaunuensus No
Analysis performed according ND No / Ana/u3 npoBedeH 1o H/T Ne: JIII-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Na(001198)-(PT-RU) ot 29.03.2023

- =

5 Related substances /PoacTBeHnbie IPUMECH

1) Impurity A / Tlpumecs A | Not detected / He oOHapyseHa

5) Impurity E / Ilpumecs E
6) Impurity F / Ilpumecs F

2) Impurity B / Ilpumecs B 0.05%
3) Impurity C / [Ipumeck C | Not detected / ne obHapysxeHa
4) Impurity D / [Tpumecs D 0.06%

Not detected / He o6HapyxeHa

Not detected / He oGHapyxeHa

1) Not more than 0.2 % / ne 6onee 0,2 %

2) Not more than 0.2 % / ne 6onee 0,2 %
3) Not more than 0.2 % / ne 6onee 0,2 %

4) Not more than 0.2 % / ne 6onee 0,2 %
5) Not more than 0.2 % / ne 6onee 0,2 %
6) Not more than 0.2 % / ue 6onee 0,2 %

7) Not more than 0.2 % / ne 6onee 0,2 %

7) Highest Unknown Below BDL / Huxe nopora
Impurity / ExunuuHas perucTpaLum
HenaeHTH(GuIpoBaHHas
npuMech
8) Total impurities / 0.1% 8) Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit
6 Microbial contamination / MuKpo6HOIOrHYecKasi YUCTOTA™

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTseTcTByeT Tpedosanusam HJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / IlogrorosineHo: Checked by / Approved by: Managgr/Executive /

Nitin Sharma 17\"'/ [TposepeHo: Santos}:ﬂgumar Ono6peno: Menemuxep / PykoBonTeNb:
Maurya C— Abhishek Chauhan /{l

Reprint Date / Reprint Date / Reprint Date /

Jata: 29.03.2024 Hara: 29.03.2024 Jlata: 29.03.2024




Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTU3A
’Eoduct : Nise gel 1%, 50 g
\ITpoxyxr: Haiis", reftb 11st Hapy:KHOTO NPHMCHEHHS 1%, 50 r
Market / PoiHoK : Russia/ Poccus
Batch No. / . V240161 Batch Quantity / 23529 units /
Cepus Ne : Paimep cepuu 23529 enuHuil
Analytical Rep0ft No./ . 040002469329 Date of Analysis / . 20.03.2024
AHanuTnyeckHii otuer Ne JaTa aHanu3a
Date of Manufacture / . 03/2024 Date of Expiry / 02/2027
JaTa npou3BoACTBA Topen no
Mfg. License No. / .
Mpoussocraennas : MNB/05/263 11‘,4? number: /Homep . ;1 no(001198)-(PI-RU)
auuen3nsa Ne
Analysis performed according ND No / Ananus nposeacu no HJI Ne: JITI-Ne(001198)-(PT'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT-RU) ot 29.03.2023

Total aerobic microbial |
count / Ob1uee KOIMYECTBO
PKU3HECTIOCOOHBIX
a9pOOHBIX
MUKPOOPraHH3MOB

Total combined
yeasts/molds count / [
O0ee YUCIO OPOAIKEBBIX
U TJIECHEBBIX IPUOOB
Pseudomonas aeruginosa

Staphylococcus aureus

NA

NA

NA
NA

Not more than 10> CFU/g /
He 6onee 10* KOE/r

Not more than 10' CFU/g/
He 6onee 10' KOE/r

\Absent in 1 g/ OtcyrcTBHE B 1 T

Absent in 1 g/ OtcyrerBue B 1T

7 Assay / KonugecTBeHHoOe 0.0 to 11.0 mg of Ci;3H12N205S
ompeaeaeHHe (nimesulide) per 1 g of the product. /
1032:mg /10.32 wr O 9,0 10 11,0 Mr C1sH12N205S
(rumecynui) B 1 r npenapara
8 Package / YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1

tube and patient information leaflet (package insert) in a carton. /

ITo 50 r B Ty6y M3 TaMHHHPOBAHHOTO ATFOMUHHS, CHabXKeHHYr0 MeMOpaHoii i
KOHTPOJIA NepBoro BCKpbiTys. [To 1 Tybe B nauky KapTOHHYH C HHCTPYKIHEH 10
IPUMEHEHUIO (JIMCTKOM-BKJIAJBILLIEM).

Remarks : The Product conforms to ND/
Tlpumeuanne: ITpofyKT cooTBeTCTBYET TpeGosanuam HJI

Conclusion : APPROVED /
Zakmouenue: OJIQBPEHO

Prepared by / IlonrotopneHo:

Nitin Sharma /‘5\

Checked by /
[porepeHo: Sar}ﬁg‘s} Kumar
Maurya =

Approved by: Manager/Executive /
Ono6peno: Menemxeyp / Pyxosonures:
Abhishek Chauhan

Reprint Date /
Jara: 29.03.2024

Reprint Date /
Hata: 29.03.2024

Reprint Date / o \
Hara: 29.03.2024




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHATTU3A
Product : Nise gel 1%, 50 g
Tpoaykr: Haiiz™, reis ins HapyKHOTO IPUMCHCHHS 1%, 50 r
Market / Poinok : Russia / Poccus
Batch No. / . V240161 Batch Quantity / . 23529 units /
Cepus Ne . Pasmep cepuu * 23529 equHHUL]
Analytical Repourt No./ . 040002469329 Date of Analysis / . 29.03.2024
AHanuTuuyeckuii oTuer Ne JlaTa anaauza
Date of Manufacture / . 03/2024 Date of Expiry/ 02/2027
JaTa npou3BoacTBa Togen po
Mifg. License No. / .
TNpoussoacTaenHas . MNB/05/263 11‘,4; number: /Homep . 117 no001198)-(PI-RU)
auuen3nsa Ne
Analysis performed accoerding ND No / Ananus npepesen no HJ Ne: JITI-Ne(001198)-(PT'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT-RU) o1 29.03.2023

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year).
The test may be absent in the in-house certificate of analysis./

* TIpOBOAMTCA POM3BOAMTESIEM IPH BBIMyCKE NEPHOANYECKH (C MHTEPBAIOM B OIHO MCTIbITaHye Ha 20 cepuii MM He MeHee
1 pasa B rox). [Tokazaresnis MOXeT GbITh HE BKIOUEH B CEPTHOUKAT aHanH3a GUPMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecynug

API manufacturer batch number /

Howmep cepun npomssogutensi ADC: NMS/13080769, NMS/13090880

FP Manufacturer API Batch number /

Homep cepun cyocranuuu npouspoautenst LJID: FEQAO00580, FERAQ0081

Aarti Drugs Ltd., India /
Aaptu Jparc JIta., Muaus

API Manufactured by & country /
Mponszeoaurteap ADC, cTpaHa:

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[IpousBoacTBeHHOE nojpasaenenne-6, Bumnamk Kxors,
Hanarapx Poyn, bannu, Conan JJuctpukt, X.I1. 173205, Manus
(JTnuensus Ne MNB/05/263)

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBaHHe, agpec 1 HOMep JHLIEH3HH
MJIOIMIAKH, OCYLIEeCTBJISIIOMEH

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanue: I1poaykt cooTBeTcTBYET TpeboBanusam HJI

Prepared by / Iloaroresneno:

Nitin Sh 4
arma (‘}/

Checked by /
[Iposepeno: Santosh Kpmar
Maurya :

—

Approved by: Managgr/Executive /
Onobpeno: Menemkep, / PykoBoauyess:
Abhishek Chauhan i

Reprint Date /
Hara: 29.03.2024

Reprint Date /
Hara: 29.03.2024

Reprint Date / )
Hata: 29.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTTU3A
Product : Nise gel 1%, 50 g
ITpoaykr: Haiis¥, rens ans HapysxHoro npumeHenns 1%, 50 r
Market / PoiHoK : Russia / Poccus
Batch No. / . V240161 Batch Quantity / 23529 units /
Cepus Ne Coremd Paszmep cepun * 23529 enunuly
Analytical Repourt No./ . 040002469329 Date of Analysis / . 20.03.2024
AHanuTudeckuii oruer Ne JlaTa anajau3za
Date of Manufacture / . 03/2024 Date of Expiry/ . 02/2027
Jara npousBoacTsa I'oxen go
Mifg. License No. / .
IMpou3ssoxcTBenHas : MNB/05/263 fj number: /Homep . 1 \u001198)-(PT-RU)
JuueH3usa Ne
Analysis performed according ND No / Anasn3z nposenen no H/1 Ne: JIIT-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PI'-RU) o1 29.03.2023

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch
of product has been manufactured, including packaging/labeling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the FEurasian Economic Union (No.
GMP/EAEU/RU/00554-2022 dt. 02 September 2022) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic

Union is establishedy.

3akiroyeHHe 0 COOTBETCTBHH: «HacTosuM s MOATBEpXkIal0, YTO MpPUBEJCHHAsd BelLIE WHPOpMaLKs
ABJAETCS JOCTOBEPHOM M TOUHOM. DTa cepus MPOAYKLMH MPOU3BeAeHa (BKIOYas YIAaKOBKY (MapKMPOBKY) U
KOHTPOJIb KaueCTBa) Ha BhIILIEYKa3aHHOM NMPOU3BOACTBEHHOMN MIIoLIaKe (TUIOILAaAKax) B MOJHOM COOTBETCTBUH
¢ TpeboBanusamu IlpaBun Haanexallell MPOU3BOJACTBEHHON NPakTUKK EBpasniickoro 3KOHOMUYECKOro €Ol03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 cents6psa 2022) u TpeOOBaHUAMM KOHTPOJIS KaYECTBA JICKAPCTBEHHBIX
CpPE/CTB, a TAKXKE B COOTBETCTBUM CO CieLMPUKALUAMH, COAEPKALMMHUCSA B PErUCTPAHOHHOM J0ChE CTPAHBI-
UMIopTepa. 3alucy 10 MPOU3BOACTBY, YIIAKOBKE M aHalU3y NPOBEPEHBl, U YCTAHOBIEHO MX COOTBETCTBUE
Tpebosanusam [TpaBun Haanexallel NpON3BOACTBEHHON NMpakTHKU EBpasuHCKOro 9KOHOMHUYECKOTO COr3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpumeuanue: [Iponykt coorBeTcTBYeT TpeOoBanusm HJJ 3akmouenune: OJOBPEHO

Prepared by / [logrorosneno: Checked by / Approved by: Managel/Executive /

Nitin Sharma ) [IpoBepeno: Santosh Kumar Onobpeno: Menemkep A PyKoBoyiTeNb:
V Maurya éﬂ' Abhishek Chauhan .

Reprint Date / Reprint Date / Reprint Date / )

Hara: 29.03.2024 JaTa: 29.03.2024 Hara: 29.03.2024




