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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIN3A

Product : Nise gel 1%, 20 g_ -

Mpoaykr: Haiiz®, rens a1s HapyxHoro npumenenns 1%, 20 r
poay Py P

Market / Poinox : Russia / Poccus

Batch No./ Batch Quantity / 58537.00 units /
: V240781 :

Cepusa Ne Pa3zmep cepuu 58537.00equHuL

Analytical Repovrt No./ . 040002734959 Date of Analysis / . 25.11.2024

AHaJuTHYecKHii oTuet No JlaTa ananu3sa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

Jlara npousBoAcTBa Togen po

Mfg. License No. /

IIpousBoacTBEHHasA : MNB/05/263 MA number: / Homep PY  : JII[I-Ne(001198)-(PI'-RU)

aunensus Ne

Analysis performed according ND No / Auanus nposenen mo HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323

'Ne | Test/oka3arens

Result / Pe3yabTarst

Specification / Hopma

1 Appearance / OnucaHue

Clear homogenous yellow gel, free from Clear homogenous liglri|
particulate matter / OXHOpOAHBIN
MpO3pauHblii Feb XENTOro 1BeTa,

CBOOOMHBIH OT TOCTOPOHHUX YACTHLL.

yellow to  yellow  gel, free  from
particulate matter / OnHOpPOAHBIH npospaqﬂbliff'
rejib OT CBETJIO-KEJTOro IO JKEJTOro uBeTa,!
CcBOOOJHBII OT NOCTOPOHHUX YACTHUL.

2 [[dentification by HPLC /
Upentupuxanns (BIXKX)

3 Weight of package
contents Macca
COAEPAKUMOr0 YHAKOBKH

Complies as prescribed / CootBetcTByeT The retention time of the main peak in the

TpeboBaHUAM

20g/20r

chromatogram of test solution should
correspond to the retention time of the main
peak in the chromatogram of nimesulide
v‘meference standard solution (section Assay). /
BpeMsi ynep)KUBaHHsL OCHOBHOrO THMKa Ha

\
XpoMartorpamme HCILITYEMOTO pactBopa
|

AOJDKHO COOTBETCTBOBATD BpEMEHHU
YIepXKHBAHHS OCHOBHOT'O nUKa Ha
XpoMaTorpaMMe — pacTBOpa  CTaHA@PTHOro
obpazua HEMeCYMaa (paznen

|
«KomnuecTBEHHOE ONpeReeHUE)

According to the requirements. Not less than
20 g/ B coorsercTBUH ¢ TpeboBanusaMu. He

|
MeHee 20

Remarks : The Product conforms

to ND/

Mpumeuanue: [TponyxT coorsercTByeT TpeboBanusiv HJJ

Conclusion : APPROVED /
3akawvyenne: OJOBPEHO

Prepared by /
IToarorosneno: Noor Mohammad

7.

Maurya

Chiecked by /
Iporepeno: Santosh Kumar

a3

Approved by: Manager/Lxecutive /
Onobpeno: Menemxep / PykoBoauTens

Amit Kumar y L—
/ .-\“’_ i

Reprint Date /
Hara: 25.11.2024

Reprint Date /
Jlara; 25.11.2024

Reprint Date / i
JHara: 25.11.2024

Tel: +Q1 40 4800 2300, Fax: +9]
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTTU3A

Product = Nise gel 1%, 20 g
Npoaykr: Haiiz®, rens ans HapyxHoro npumenenus 1%, 20 r

Market / PeiHok

: Russia / Poccus

Batch No./ . V240781 Batch Quantity / . 58537.00 units /

Cepus Ne ) Pasmep cepun " 58537.00eanunu
Analytical Repovrt No./ . 040002734959 Date of Analysis / . 25.11.2024
AHaHTHYecKMii oTyeT Ne JlaTa ananusa

Date of Manufacture / . 112024 Date of Expiry / . 10/2027

JlaTa npou3BoACTBA Toxen no

Mfg. License No./

Ipou3BoacTBEHHAA : MNB/05/263 MA number: / Homep PY  : JHI-Ne(001198)-(PI™-RU)
aunueH3nst Ne

Analysis performed according ND No / Adanu3 nposenex no HJ Ne: JITI-Ne(001198)-(PI'-RU)-290323

4 [pH

| 5.0

4.6t06.0/0T14,6 10 6,0

Related substances /PogcTBeHHBIC IPUMeECH

Not detected / He oDHapyxeHa

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

1) Impurity A / ITpumecs A

2) Impurity B / Ilpumecs B

3) Impurity C / IIpumecs C

4) Impurity D / IIpumecs D [9.09%

5) Impurity E / [Ipumecs E

6) Impurity F / [Ipumecs F

7) Highest Unknown
Impurity / ExuHu4Has
HenaeHTHOUIMPOBaHHA
s IpUMech

8) Total impurities / 0.1%

CymMa npumecei

Below LOD (LOD = 0.01 %) / Humxe
npenena obHapyxenus (I10 = 0.01 %)

Not detected / He 0OHapyxeHa

Not detected / He 0OnapykeHa

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.1 %) / Huxe
fpejesia KOJIHYECTBEHHOTO ONPEAEICHUS
(TTIKO = 0.1%)

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

3) Not more than 0.2 % / e 6onee 0,2 %
4) Not more than 0.2 % / He 6071ee 0,2 %

5) Not more than 0.2 % / He 6onee 0,2 %

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

8) Not more than 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IponykT cooTBeTcTBYeT TpebopaHusM HJI 3akmouenne: OJJOBPEHO
Ptepaied by / Checked by / Approved by: Manager/Exceutive /
ITonrorosneno: Noor Mohammad | [Tposepeno: Santosh Kymar Onobpeno: Menemxkep / Pykopoaurens

ﬁz/ s/ Maurya {ZE\ Amit Kumar N(— U

L = A / - P

Reprint Date / Reprint Date / Reprint Date /
Hara: 25.11.2024 Hara: 25.11.2024 Hara: 25.11.2024

Regisizrad Oifico: 8
2
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A

Product : Nise gel 1%, 20 g

N poaykr: Haiis®, rens ans napyxHoro npumeHenus 1%, 20 r

Market / Puinok : Russia / Poccus

Batch No./ . V240781 Batch Quantity / . 58537.00 units /

Cepus N2 ) Pasmep cepuu * 58537.00eauuun
Analytical Repovrt No./ . 040002734959 Date of Analysis / . 25.11.2024
AHaJIuTHYeCKHI oTyeT No JlaTa anaausa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

Jarta npousBoacTBa T'ogen go -

Mfg, License No./

IlponsBoacTBenHast : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001198)-(PI™-RU)
auneHsus Ne

Analysis performed according ND No / Ananus nposeneu no HJ Ne: JITT-Ne(001198)-(PT-RU)-290323

6 Microbial contamination / Mukpo6uosiorndeckas YHCTOTa™

Total aerobic microbial
count / Ob1ee KOJIUUECTBO

PKH3HECTIOCOOHBIX Less than 10 CFU/g/ Not more than 10? CFU/g /
a’poOHBIX Menee 10 KOE/r He 6onee 10> KOE/r
[MMKPOOPTraHU3MOB
Total combined Less than 10 CFU/g/ Not more than 10' CFU/g /
iyeasts/molds count / Menee 10 KOE/r He 6onee 10' KOE/r
Ob11ee YHUCIO IPOXKIKEBBIX
d TUIECHEBBIX IpuboB
Pseudomonas aeruginosa  |Absentin 1 g/ OtcyTcTByeT B 1 T Absentin 1 g/ OtcyrcTBUE B 1 T
Staphylococcus aureus Absent in 1 g/ OTcyTcTBYyeT B 1 T Absent in 1 g/ OTcyTctBHE B 1 T
7 Assay / KonnvyecTBeHHOE 10.13 mg/10.13 Mr 9.0 to 11.0 mg of C3H2N20sS (nimesulide)
onmpepe/ieHHe er 1 g of the product. /
Ot 9.0 10 11,0 mr C3H12N20sS (Humecynun)
B 1 r npenapara
8 Package / YnakoBka 20 g in a laminated aluminum tube equlpped with tamper-evident membrane. 1 tube and |

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

[MTpUMEHEHHIO (TUCTKOM-BKIIAbIILIEM).

l'Io 20 1 B TyDy M3 TaMMHHPOBAHHOTO AJIOMUHHSA, CHAOXKEHHYI0 MEMOpaHOH 115
'KOHTpOJ‘[H nepBoro BCKpbiThs. [To 1 TyGe B nmauky KapTOHHYIO C MHCTPYKLMEH 11O

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: [IpoxykT cooTBeTcTBYET TpeboBanuam HJJ 3axnouenne: OXOBPEHO
Prepared by / Checlked by / Approved by: Manager/Executive /
IMoarorosneno: Noor Mohamynad | ITposepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoaurens

(2 Maurya @‘ Amit Kumar N

[} /
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.11.2024 Jara: 25.11.2024 Hara: 25.11.2024
Registerad Ofiice: 8-2-337, Road No. 3, Banjara RHills, Hyderabad - 500024, Telangana, India

Tel: +21 40 3500 29060, Fax:

140 1300 2899, Email: mail@drreddys.com
SAP1S84PLCO04507
Ao drreddys . com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

Product : Nise gel 1%, 20 g
Ipoayxr: Haiis®, renb fns HapysxHoro npuMeHenus 1%, 20 r

Market / Poinok : Russia / Poccus

Batch No./ . V240781 Batch Quantity / . 58537.00 units /

Cepus Ne ) Pazmep cepuu * 58537.00eauHMIL
Analytical Repovrt No./ . 040002734959 Date of Analysis / . 25.11.2024
AHanuTnYecKni oTyeT Ne |AaTa ananuza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

Jlata mpou3BoAcTBa Topen no

Mfg. License No./

IlpousBoAcTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JuueH3nust Ne

Analysis performed according ND No / Ananus nposeaen no HJ Ne: JIII-Ne(001198)-(PI'-RU)-290323

* 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./

* TIpOBOAMTCS POU3BOLMTEIIEM TIPU BBIIYCKE MIEPHOAUUECKH (C HHTEPBAJIOM B OHO HcrbITaHKe Ha 20 cepuil WK He meHee 1
pasa B ron). [Tokasareinb MOXeT GBITh HE BKIIIOUEH B CEPTH(UKAT aHAH3a QUPMBL.

API name (INN)/ A®C (MHH):

Nimesulide / Humecynuz

API manufacturer batch number /
Homep cepun npoussoaures ADC:

NMS-1E-243003

FP Manufacturer API Batch number /
Homep cepun cy6cTaHnnmnu npoussoauTtes I'JIdD:

FERA00346

API Manufactured by & country /
IIpouseogurenb APC, cTpaHa:

Mangalam Drugs and Organics Ltd., India /
Masuranam Jlpars san Oprauuke JIta., Mnaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHnoBaHue, agpec H HOMep JHIEH3HH
IUIOMIA/IKH, OCYIIeCTBIISAIoMmeil

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[IpousBoJCcTBEHHOE NoApasaeneHue-6, Bunamnk Kxons,
Hanarapx Poyn, Baqmu, Conan Juctpuxr, X.I1. 173205, Maaus
(Junensus Ne MNB/05/263)

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanune: [IpoaykT coorseTcTByeT TpeboBanusm HJJ Zaxmwouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieHo: Noor %l}qmmad ITposepeHo: Santosh Kumar Onobpeno: Menemkep / PykoBoautenb
72 i L

“5 Maurya Amit Kumar /X( <
Reprint Date / Reprint Date / Reprint Date / '
Jara: 25.11.2024 Hara: 25.11.2024 Hara: 25.11.2024

Registerad Office: 8-2-337, Road No, 3, Banjara Rills, Hyderabad - 500024, Telangana, Ingia

Tal +01 40 4800 2900, fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L

SAPLS84PLCACAS0DT

w.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTU3A

Product : Nise gel 1%, 20 g
Ipoaykr: Haiis®, renb s HapyxHOro npuMenenus 1%, 20 r

Market / Poinok : Russia / Poccus

Batch No./ . V240781 Batch Quantity / . 58537.00 units /

Cepus Ne ) Pasvep cepiin " 58537.00eamuun

Analytical Repourt No./ . 040002734959 Date of Analysis / . 25.11.2024

AnannTHYecKnii oTueT Ne JdaTa aHanu3a -
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa npou3BoacTBa [Topen no

Mfg. License No./

IpouspoAcTBeHHAsA : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)

JIHLIEH3HA Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323

full compliance with the GMP requirements of the Eurasian Economic Unjon (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 established».

3aki0YeHHe 0 cooTBeTcTBHH: «HacToAIMM s MOATBEPK/A0, YTO MPUBEJCHHAs BbIIe WHQOpPMaUUs ABIAETCS
JIOCTOBEPHOU M TOYHON. DTa CepHs MNPOAYKLMH MpOU3BeleHa (BKIIOYAs YNAKOBKY (MapKMPOBKY) W KOHTPOJIb
KayecTBa) Ha BBILEYKA3aHHOM MPOM3BOACTBEHHOH Iulomanke (MIOW@JKaXx) B MOJHOM COOTBETCTBHUU C
Tpe6oBanuamu [lpaBui Haanexauieil OPOU3BOACTBEHHON NpakTHKM EBpasuicKoro 3KOHOMUYECKOro coo3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) u TpeOOBaHUAMHU KOHTPOJIA KayeCTBa JICKApCTBEHHBIX CPEICTB,
a TaKXXe B COOTBETCTBMM CO CrelMUKAUMAMH, COAEPXKALIMMHCA B PETUCTPALMOHHOM AOChE CTPaHBI-UMIIOPTEpA.
3anmycy 1o MNpoU3BOACTBY, yIIAKOBKE M aHAIM3Y POBEPEHBI, U YCTAaHOBIIEHO MX COOTBETCTBHE TpeboBaHusM IIpaBun
HaJUTeXale MPOU3BOACTBEHHOM NpaKkTHKH EBpa3zniickoro 3koHOMHYECKOT0 COHO3aY.

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

Ilpumeuanune: [1ponykT cooTBeTCTBYET TpeboBanusaM HJI 3akmoyenne: OJOBPEHO

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

IMoaroroeneno: Noor Mohammad | IIpoBepeHo: Santosh Kumar Onobpeno: Menemxep / Pykosonurens
)ﬂ:_ Maurya @\ Amit Kumar /\( %

Reprint Date / Reprint Date / Reprint Date / V

Jara: 25.11.2024 Hara: 25.11.2024 Jara: 25.11.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tel: +91 40 4900 2300, Fax: +51 40 4300 2999, Email: mail@drreddys.com
CIN: 1.851954P19S4PLCO04SC0T7
www.drreddys.com



