Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A

[Product : Nise gel 1%, 100 g
Hpoayxr : Hait3®, resb 1151 napyskHoro npumenenus 1%, 100 r

Market / Poinok : Russia / Poccus

Batch No./ . V230901 Batch Quantity / . 11344.000 units /
|Cepus Ne ) Pazmep cepun " 11344.000 eauan
Analytical Repo:‘t No./ . 040002283508 Date of Analysis / . 24.11.2023
AxdaauTHYecknii oTyer No Jara aHanu3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2026

JdaTa npon3BoACTBA T'opeH ao

Mfg. License No. /

IlponspoAcrBeHHan : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PT'-RU)
JIMIEeH3HsA No

JITI-Ne(001198)-(PT-RU) ot 29.03.2023

Analysis performed according ND No / Ananns nposeaen no H/I Ne: JITI-Na(001198)-(PT-RU) dt. 29.03.2023 /

Ne |Test/ Iloka3zarean Result / Pe3yabsTaThl

| Specification / Hopma

1 Appearance / Onucanne |Clear homogenous light yellow gel, free  Clear homogenous light
from particulate matter / OgHOpOAHBIH yellow to  yellow gel, free from
MpO3payHbIii reNb CBETJIO-KENTOro BeTa, particulate matter / OAHOPOAHBINA NMPO3payHEI]
ICBOOOHBIH OT IIOCTOPOHHUX YaCTHIL.

reib OT CBETJIO-KEITOr0 OO JKEJTOro LBETA,
CcBOGOHEIM OT MOCTOPOHHUX YaCTHULI.

Unentuduxauus (BIXKX) rpebosanusm

2 Identification by HPLC / |Complies as prescribed / CootserctByer 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 ymepKuBaHUS OCHOBHOIO ITMKAa Ha
XpoMaTtorpaMMe  UCIIBITYEMOro  pacTBOpa

JIOJDKHO COOTBETCTBOBATh BpEMEHH
yIOepKUBaHUS OCHOBHOTO MHKa Ha
XpoMartorpaMMe  pacTBopa  CTaHJapTHOIO
obpazua HUMeECYIHIa (pasmen

«KONM4YECTBEHHOE ONPENCICHHE)

3 Weight of package 101 g/101r
contents Macca
COEP’KHMOI0 YIIAKOBKH

‘According to the requirements. Not less than
100 g/ B cooTBeTCTBUH ¢ TpeboBaHusAMHU. He
menee 100 T

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBETCTBYET Tpebosanisam H/I

Conclusion : APPROVED /
3axuawouenue: OJJIOBPEHO

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

MogrotoBneHo: Ankit INposepeno: Santosh Kumar Onobpeno: Menenxep / PYKOBOLHTEND
" | Maurya Kusum Lata &%ﬁ &

Reprint Date / Reprint Date / Reprint Date /

Nata: 24.11.2023 Jara: 24.11.2023 Jara: 24.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Q‘:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A

[Product : Nise gel 1%, 100 g
IMpoaykT: Haiia®, renb mna HapyskHoro npumenenns 1%, 100 r

JuueHsus Ne

Market / PoiHOK : Russia / Poccus

Batch No./ . V230901 Batch Quantity / . 11344.000 units /
Cepus Ne : Pasmep cepuu © 11344.000 enusnil
Analytical Repourt No./ . 040002283508 Date of Analysis / . 24.11.2023
Ananurnyeckuii oryeT No JlaTa anaausa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2026

JlaTa npoH3BOACTBA TI'ogen go

Mfg. License No. /

Ipon3BoacTBEHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001 198)-(PT"-RU)

Analysis performed accor
JIT-Ne(001198)-(PI-RU) ot 29.03.2023

ding ND No / Auanns nposeae no HJl Ne: JITI-Ne(001198)-(PT-RU) dt. 29.03.2023 /

4

pH 5.7

4.6 t0 6.0/ Ot 4,6 10 6,0

Related substances /PoacTBeHHbIe IPUMECH

1) Impurity A / ITpumecs A

Below LOD (LOD = 0.02 %) / Huxe
npenena obuapyxerus (IO = 0.02 %)

1) Not more than 0.2 % / ue donee 0,2 %

2) Impurity B / IIpumecs B

3) Impurity C / ITpumecs C

4) Impurity D / ITpumecs D

5) Impurity E / ITpumecs E
6) Impurity F / ITpumecs F

7) Highest Unknown
Impurity / Equnnynas

Not detected / He o6HapyxeHa
Below LOQ (LOQ = 0.04 %) / Huxe
npejena KoMM4ECTBEHHOTO

onpenenenus (ITKO = 0.04 %)

Below LOD (LOD = 0.02 %) / Hixke
npenena obHapyxerus (IO = 0.02 %)

Not detected / He 0GHapyXeHa

Not detected / He oOHapyxeHa

Below BDL (BDL= 4360) / Huxe

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

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

4) Not more than 0.2 % / He Gonee 0,2 %

5) Not more than 0.2 % / ve 6omnee 0,2 %

6) Not more than 0.2 % / e Goxnee 0,2 %
7) Not more than 0.2 % / "e 6ornee 0,2 %

HeneHTHULMPOBaHHA
s IPUMECH

nopora perucrpanuu (ITP=4360)

Remarks : The Product conforms to ND/

Mpumeuanne: [IpoxykT coorsercTayeT Tpedosanmsm HIL

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

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

MopgrotoeneHo: Ankit e [TpoBepeHo: Santosh Kumar Onobpeno: Meremxep / PykoBoauTeb
Maurya e Kusum Lata N

Reprint Date / Reprint Date / Reprint Date /

NaTa: 24.11.2023 Jara: 24.11.2023 Hara: 24.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN- 185195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIN3A

Product : Nise gel 1%, 100 g

Hpoayxr: Haiiz®, rens s HapyxHoro npumenenns 1%, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V230901 Batch Quantity / . 11344.000 units /
Cepusa Ne ) Pasmep cepun © 11344.000 eginm
Analytical Repovrt No./ . 040002283508 Date of Analysis / . 24.11.2023
AnanuTudeckuii oryet Ne JlaTa anaausa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2026

JlaTa npoM3BoJcTBA I'ogen no

Mfg. License No./

IIponsBoacTeeHHas : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
JIHneH3us Ne

Analysis performed according ND No / Auasms nposeaen no H/I Ne: JITI-Na(001198)-(PT-RU) dt. 29.03.2023 /
JIII-Ne(001198)-(PI'-RU) ot 29.03.2023

8) Total impurities /
Cymma npumeceit

Below BDL (BDL= 4360) / Hixe
nopora perucrpauuu (I1IP=4360)

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

oripeae/ienne

6 Microbial contamination / MuxpoGuoJiornyeckas 4ucrora*
'Total aerobic microbial
count / Obliee KOMTUYECTBO
PKU3HECTIOCOBHBIX 5 CFU/g/ Not more than 10? CFU/g /
| a5pOo6HBIX 5 KOE/r He 6onee 10> KOE/r
| MHKPOOPraHU3MOB |
Total combined Not more than 10' CFU/g / F\Iot more than 10" CFU/g/
yeasts/molds count / Mesee 10" KOE/r [He 6onee 10' KOE/r
O611ee YUCITO JPOXIKEBBIX |
¥ TJIECHEBBIX IPUbOB |
Pseudomonas aeruginosa  |Absentin 1 g/ OtcyTcTBYyeT B 1T Absentin 1 g/ OtcyTcTBHEB 1 T
Staphylococcus aureus Absent in 1 g/ OtcyterByer B 11 Absent in 1 g/ OtcytctBue B 1 r
7 Assay / KonnuecrBennoe | 10.14 mg/10.14 mr 9.0 to 11.0 mg of C;3H2N,0s5S (nimesulide)

per 1 g of the product. /
Ot 9,0 1o 11,0 Mr C13H15NOsS (HuMecymna)

Remarks : The Product conforms to ND/

Ipumeganne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

MoaroToeneno: Ankit

=

Maurya

ITpoBepeHo: Santosh Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTeb
Kusum Lata F—

Reprint Date /
Hata: 24.11.2023

Reprint Date /
Harta: 24.11.2023

Reprint Date /
Jata: 24.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LOS195AM1904°LC004507

WWWw.

.drreddys.com




q... Dr. Reddy's Laboratories Ltd.

/ o Formulation Unit-6

DI’. Reddy S ® Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANW3A

[Product : Nise gel 1%, 100 g
Mpoayxr: Haiis®, res aia napysHoro npumenesns 1%, 100

Market / Poinok : Russia/ Poccusa

Batch No. / . V230901 Batch Quantity / . 11344.000 units /
Cepus No ’ Pasmep cepuu * 11344.000 ennHULL
Analytical Repovrt No./ . 040002283508 Date of Analysis / . 24.11.2023
AnanuTnyeckuii order Ne Jdara anaausa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2026

JlaTa npon3BoAcTBa T'oaen g0

Mfg. License No. /

IIpouspoacTeeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
Junenzus Ne

Analysis performed according ND No / Anasns nposeaen no HJL Ne: JITI-Ne(001198)-(PT-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT-RU) ot 29.03.2023

B 1 r npenapara

8 Package / YlakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /

[1o 100 r B TY6Y H3 1aMUHHPOBAHHOTO ATIOMUHIS, CHAGKEHHYIO MEMOpaHOH! I
kOHTpOJIs 1IepBOro BCKphITHs. [1o 1 Tybe B nauky KapTOHHYIO € UHCTPYKUUEH 110
NPHMEHEHHIO (JIACTKOM-BKIA/IBIIEM).

* 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./

* TIpoBOIMTCA PON3BOJMTEIIEM TIPK BBIITYCKE NEPHOIMUECKH (C HHTEPBATIOM B OIHO HCTIBITAHHE Ha 20 cepwit win He MeHee 1
pasa B roy). [ToxasaTesi MOXeT GBITh HE BKIIIOYEH B CEPTHHUKAT aHAIM32 bupMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecynng
API manufacturer batch number / NMS-1A-233010
Homep cepun npoussoautesis ADC:
FP Manufacturer API Batch number /
Howmep cepun cyberanmun npoussoantes [ID: FEQA00508
API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
T poussomurens ADC, crpana: Manranam J{pars sun Opranuke JIta., Maaus
Name, address, authorization No for FP Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT cooreTcTByeT Tpedosatusm HIT 3akiarouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoprotosneHo: Ankit ITposepeno: Santgsh Kumar Ono6peno: Menemxep / Pykosoaurenb
Maurya Kusum Lata w —
Reprint Date / Reprint Date / Reprint Date /
HaTa: 24.11.2023 Hara: 24.11.2023 Hara: 24.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



‘... Dr. Reddy's Laboratories Ltd.

/ ® Formulation Unit-6

Dr‘ Reddy S s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTU3A

Product : Nise gel 1%, 100 g j
Ipoayxr: Haii3®, reb s Hapy:kHOTO MPUMEHEHHA 1%, 100 ]
Market / Prinok : Russia / Poccust
Batch No. / . V230901 Batch Quantity / _ 11344.000 units /
Cepun Ne : Pasmep cepun * 11344.000 enuHMLL
Analytical Repo:‘t No./ . 040002283508 Date of Analysis / . 24.11.2023
AnanuTnyeckuii oryer Ne JlaTa aHaJaM3a
Date of Manufacture / . 11/2023 Date of Expiry / . 10/2026
Jlata npon3BoACTBA Toaen go
Mfg. License No. /
NpoussoAcTBeHHAN : MNB/05/263 MA number: / Homep PY JITI-Ne(001198)-(PT-RU)
JIMIEeH3Hst Ne
Analysis performed according ND No / Ananus nposeaen no HJL Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

JITI-Ne(001198)-(PI'-RU) ot 29.03.2023

HaumeHoBaHME, aApec H HOMep JIHIEH3HH TTpOH3BOACTBEHHOE nojpasziesieHne-6, Busmamk Kxonb,
IUIOIAKH, OCYILEeCTBISIomen Hanarapx Poyx, banu, Conat Tucrpuxrt, X.IT. 173205, Unnus
(Jluuensust 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
full compliance with the GMP requirements of the Eurasian 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 established».

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

Ipumeuanne: [TpoayKT COOTBETCTBYET rpebosannaM HII 3akaouenne: OJIOBPEHO

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

MoaroTosnero: Ankit ﬂ ITposepeHo: Santosh Kumar Opobpeno: Menemiep / Pykosonureib
7 | Maurya e Kusum Lata 1@,\;? =

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.11.2023 Jara: 24.11.2023 Jara: 24.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLCO04507
www.drreddys.com



q.. Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

DI'. Reddy S e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Nise gel 1%, 100 g
Ipoayxr: Haiiz®, rens ans HapyHoro npuMeHenns 1%, 100 r

Market / PoiHok ¢ Russia / Poccus

Batch No. / . V230901 Batch Quantity / . 11344.000 units /
Cepusn Ne = Paszmep cepun © 11344.000 equHULL
Analytical Repovrt No./ + 040002283508 Date of Analysis / . 24.11.2023
Ananurudeckuii oryeT No JaTta aHaau3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2026

JlaTa npoM3BoACTBA I'ogen xo

Mfg. License No. /

IIpoussoacTeeHHasn : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PI-RU)
JuueHzus Ne

Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JIIT-Ne(001198)-(PT-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PI'-RU) ot 29.03.2023

3aKJII04eHHe O COOTBETCTBHH: «HacTosmuM s MOATBEPXKIalo, YTO MpPUBEACHHAs BbiIe MHPOpPMALUA ABIAETCA
JIOCTOBEPHOM W TOYHOM. DTa cepus NPOAYKLMH IpoU3BeleHa (BKIIOYas YNaKkoBKY (MapKHPOBKY) M KOHTpOJIb
KayecTBa) HAa BBIIEYKAa3aHHOM IPOU3BOACTBEHHON Iulomagke (MIoINajkax) B IOJHOM COOTBETCTBUHM C
TpeGoBanuaMu [IpaBun Hajnexamiesl nMpou3BOJCTBEHHON mpakTuku EBpasuiickoro skoHomHYeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpebOBaHUAMU KOHTPOJIsS KaUeCTBa JIEKapCTBEHHEBIX CPEACTB,
a TaKXe B COOTBETCTBMH CO CHElMPHUKALMAMHU, CONEPNKAUMMUCA B PErUCTPALMOHHOM JOChE CTpaHLI-MMIIOpTEpA.
3anucH 110 NPOU3BOACTBY, YIIAKOBKE U aHAIM3y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBanuaM [Ipasun
HaJJiexallel Mpou3BOACTBEHHOMN MpakTUKKM EBpazuiicKoro 3KOHOMHYECKOTO COK3ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [poaykr coorseTcTByeT TpeboBanusaM HJT 3akiaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MogrotoeneHo: Ankit Ipoeepeno: Santosh Kumar Onobpeno: Menemiep / PykoBoauTensb
'~ | Maurya a~ Kusum Lata W
/ g
Reprint Date / Reprint Date / Reprint Date /
fara: 24.11.2023 Jara: 24.11.2023 Jata: 24.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



