Dr.Reddy’s “!‘

Dr. Reddy's Laboratories Ltd.
Formulaticn 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 AHATTU3A

Product: Nise gel 1%, 100 g

Ipoayxr: Haiiz®, resns mnis napyxHoro npumenenus 1%, 100 r

Market / Peinok

¢+ Russia / Poccus

Batch No./ Batch Quantity / 12000.0 units /
1 V240589 -
Cepus Ne Pasmep cepuu 12000.0equHMLL -
Analytical RepOj‘t No./ . 040002634105 Date of Analysis / . 20.08.2024
AnannTuecknii oryer Ne JlaTta anauaunsa
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027
JlaTa npousBoacTBa I'open no
Mfg. License No. /
IIpousBoacTeenHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
JuueH3ust Ne
Analysis performed according ND No / Auaqn3s nposeaen no HJ/L Ne: JITT-Ne(001198)-(PI'-RU)-290323
Ne | Test / ITokasaresn Result / PesyabTathl Specification / Hopma
1 Appearance / Onucanue (Clear homogenous yellow gel, free from  Clear homogenous light

particulate matter / OnHoponHbIi
MpO3payHbIil reib )KEeNToro 1BeTa,
cBOOOJHBIH OT MOCTOPOHHUX YACTHL.

vellow to  yellow gel, free from
particulate matter / OanopoaHbIf NPO3pavHbii
reib OT CBET/O-KENTOr0 0 JKEeNToro upera,
~ cBOOOAHBI OT NOCTOPOHHNX HaCTHLL

2 Identification by HPLC /
Haentnduxanus (BIXKX)

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

chromatogram of test solution should
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
Bpemst ynepikHBaHHS OCHOBHOTO IIHKa Ha
XpOMATOrpaMMe  HCIBITYEMOrO  pacTBopa
JIOTIAHO COOTBETCTBOBAThH BPEMEHH
YJepKHBaHHA OCHOBHOTO miKa Ha
XpoMatorpaMMe  pacTBOpa  CTaHAapTHOro
oOpasua HUMecynHaa (paznen
«IonnuecTBeHHOE ONpenesieHIe)

3 Weight of package
contents Macea

(COAEPKUMOI0 YHAKOBKH

101 g/101 1

According to the requirements. Not less than
100 g/ B cootBeTcTBUH € TpeboBanusmu. He
menee 100 r

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykt cooTBeTcTBYET Tpebosanusam HT

Conclusion : APPROVED /
3axawuenue: OXOBPEHO

Prepared by /

IToxrorosneno: Pravesh Rana

Checked by /

[Tpoeepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykppoanTens

Pavan Kumar Sharma =T,

Reprint Date /
Hara: 29.08.2024

Reprint Date /
Hara: 29.08.2024

Reprint Date /
Jlata: 29.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2500, Fax: +91 40 4900 2959, Email: maii@direddys.com
CIN: L85195AP1584PLCO0O4507

www.direddys.com
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Dr. Reddy's Laberatories ttd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 981€6 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

[Product: Nise gel 1%, 100 g

| Mpoayxr: Haii3®, reas mna HapyskHoro npumeHenus 1%, 100 ¢

Market / Poinox

: Russta / Poccus

Batch No. / ] o Batch Quantity / ~12000.0 units /

Cepus Ne P V240589 Pazmep cepun * 12000.0eaunnn
Analytical Repourt No./ . 040002634105 Date of Analysis / . 29.08.2024
AHanuTHYecKHii oTyeT No Jlata aHaau3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JdaTta npou3BoacTBa I'open no

Mfg. License No./

IlpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JIHIeH3ust No

Analysis performed according ND No / Anaauns nposeaen no H/I Ne: JITI-Ne(001198)-(PI'-RU)-290323

4 pH

5.2

4.6t06.0/0T4,6 10 6,0
|

5 Related substances /PoacTBeHHbIe IPHMeCH

1) Impurity A / Ilpumecs A
2) Impurity B / IlpsmMecs B
3) Impurity C/ IIpumecs C

4) Impurity D / ITpumecs D

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

7) Highest Unknown
Impurity / Enuau4nas
HENJICHTHQULUPOBAHHA
s IPHEMECh

8) Total impurities /

CyMMa npuMeceit

1) Not detected / He 0OHapyxeHa
2) Not detected / He oOHapyxeHa
3) Below LOQ (LOQ = 0.04 %) /
Huxe npenena KOIHYECTBEHHOTO
onpezaenenus (ITKO = 0.04 %)

4) Below LOD (LOD = 0.02 %) /

Huxe npenena obHapyxenus (110

=0.02 %)

5) Not detected / He oOHapy»xeHa
6) Not detected / He o6Hapy»xeHa
7) Below BDL / Huxe nopora
perucTpanuu

8) Below BDL/ Huxe nopora
perucTpaLuu

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

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

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

6) Not more than 0.2 % / He 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/
ITpumeuanue: [TponykT cooTBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3akmwouyenune: OJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

Y

Checked by /
ITpoeepeno: Pardeep Kumar

Approved hy: Manager/Executive /
Onobpeno: Menemwxep / Pygosoaireis
Pavan Kumar Sharma

4
P~

| —aan

Reprint Date /
Hara: 29.08.2024

Reprint Date /
Jata: 29.08.2024

Reprint Date /
Jara: 29.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +91 40 4300 2999, Email: mai!@drreddys.com

CIN: L85195AP1584PLC0O04507
www.drreddys.com




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

@e
Dr Redd ’s q.. Vill. Khol, Nalagarh Road, Baddj,
o b4 s Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANIU3A

Product: Nise gel 1%, 100 g

INpomykr: Haitz®, renk anst HapyxHoro npumeHenus 1%, 100 r

Market / Prinox : Russia / Poccus

Batch No./ . V240589 Batch Quantity / . 12000.0 units /

Cepus Ne ) Pa3mep cepuu * 12000.0eauHuLL
Analytical Repovrt No./ . 040002634105 Date of Analysis / . 29.08.2024
Ananuruideckui oryer Ne JlaTa aHaausa

Date of Manufacture / . 08/2024 Date of Expiry / . 072027

Jdarta npouspoacTea T'omen o

Mfg. License No. /

IlpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY . : JIII-Ne(001198)-(PI'-RU)
Juuenzust Ne

Analysis performed according ND

No / Auaans nposeaen no HJL Ne: JITI-Ne(001198)-(PI'-RU)-290323

6 Microbial contamination / Muxpo6uoaoruyeckas 4HcToTa™*

Total aerobic microbial
count / Ob111ee KOJIMYECTBO

HKH3HECTIOCOOHBIX NA Not more than 10> CFU/g /
a3pOGHBIX He 6onee 10 KOE/r
MUKPOOPraHU3MOB NA
Total combined Not more than 10" CFU/g /
yeasts/molds count / He 6onee 10' KOE/r
OO61iee YUCI0 OPOXIKEBBIX
¥ IJIECHEBBIX TPHOOB
Pseudomonas aeruginosa NA Absent in 1 g/ OtcyTctBUEe B 1 T
Staphylococcus aureus NA Absentin 1 g/ OtcyTcTBHE B 1 T -
7 Assay / KonuecTBenHnoe 10.24 mg/ 10.24 mr 9.0 to 11.0 mg of C;3H12N,0sS (nimesulide)
onpejejieHne per 1 g of the product. /
Ot 9,0 1o 11,0 mr C13H2N20OsS (Humecynun)
B 1 r mpenapara
8 Package / YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and

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

[To 100 r B Ty6y U3 TAaMHUHUPOBAHHOTO ATOMUHHS, CHaOKEHHYI0O MEMOpaHO# i
KOHTPOJIs IEPBOro BCKpbITH. [10 1 TyGe B mauky KapTOHHYIO C HHCTPYKLHMEH 110
MPUMEHEHHUIO (JIHCTKOM-BKJIAABIIEM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanue: [Tponykt cooTBeTCTBYET TpeboBanusam H]I 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxroroBineno: Pravesh %{ana [Iposepeno: Pardeep Kumar OnoGpeno: MeHemkep / PyroBoauTeNs
/ E Pavan Kumar Sharma e—
= 2= /
Reprint Date / Reprint Date / Reprint Date /
JHara: 29.08.2024 JHara: 29.08.2024 Hata: 29.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1S84PLC004507
www.direddys.com




Dr. Reddy's Laberatories Ltd.
Formulaticn Unit-6

@
Dl’. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Badd,

Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Product: Nise gel 1%, 100 g
| Ipoaykr: Haiiz®, rens s HapyxHOro npumeHenus 1%, 100 r

Market / Poinox : Russia / Poccus

Batch No./ . V240589 Batch Quantity / . 12000.0 units /

Cepus Ne ) Pa3mep cepun * 12000.0eauuamn
Analytical Repovrt No./ . 040002634105 Date of Analysis / . 29.08.2024
AHajguTndecknii oTuer Ne Jara ananusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JlaTa npoM3BoACTBa I'ogen po

Mfg. License No. /

IlpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
auueH3ust Ne

Analysis performed according ND No / Anaans nposesen o HJI Ne: JITI-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. /

* [IpOBOAMTCS TIPOM3BOAUTENIEM [IPU BBIYCKE MEPHOAUYECKH (C HHTEPBAJIOM B OJHO MCTbITaHUE Ha 20 CEpHI WK HE MeHee |
pasa B roa). Ilokasatens MoxxeT 65ITh He BKJIIOUEH B cepTHMKAT aHaH3a GUPMBI.

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS-1A-243009
Howmep cepun npoussoautenst ADC:
FP Manufacturer API Batch number / FERA00251
Howmep cepun cy6cTannuu npoussoautens I'JID:
API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
IIponseoautesns A®C, cTpana: Mauranam [par3 sun Opranuke JIta., Maaus
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Name, address, authorization No for  FP Solan (HP) 173205, India (License No MNB/05/263 /
manufacturing site / Control site / Release site / ITpousBoacTBeHHOE NoApazaenenue-6, Bunnamk Kxons,
HaumeHoBaHMe, aApec H HOMep JIMIEH3UH Hanarapx Poyn, bamuu, Conan uctpukr, X.I1. 173205, Huaus
ILIOIIAKH, OCYILEeCTBJISIFOLIeH (JIuuensust Noe MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pravesh Rana IIposepeno: Pardeep Kumar Opobpeno: Menemxep / P ONTENb
) [ f Pavan Kumar Sharma Y?{%im
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.08.2024 Hara: 29.08.2024 Hara: 29.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai!@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com




® Dr. Reddy’s Laboratories Ltd.
@ Formulaticn Unit-6
? ® -
Dr. Red dy s ‘ .. Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P.,, 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product: Nise gel 1%, 100 g
I poayxr: Haiiz®, reap as HapyxHoro npumenenus 1%, 100 r
Market / Peinox : Russia / Poccus
Batch No. / . V240589 Batch Quantity / 4 12000.0 units /
Cepus No Pasmep cepuu 12000.0eauHuL
Analytical Repovrt No./ . 040002634105 Date of Analysis / . 20.08.2024
AHaNHTHYECKHI oT4yeT N2 JlaTa aHa/u3a
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027
JlaTta npoHM3BoacTBa TI'ogen go
Mfg. License No. /
ITpousgoacTBeHHAN : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
aunensns Ne
Analysis performed according ND No / Anaaus nposeaen no H/L Ne: JIN-Ne(001198)-(PT-RU)-290323

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».

3akaiouenHe 0 cooTBeTcTBHH: «HacTosiyM s MOATBEPXK A0, YTO MpPUBEAEHHAs Bbllle MHQOPMALUs ABIAETCA
JIOCTOBEPHOM M TOYHON. DTa cepusi MPOAYKUMH MpoH3BeleHa (BKIOYAs YMaKoBKY (MapKMpOBKY) M KOHTPOJb
KayecTBa) Ha BBIIIEYKAa3aHHOW TNPOU3BOJCTBEHHOM IUIoaAke (MoOllajgKaXx) B TOJHOM COOTBETCTBUH C
TpeGoBanusmu [IpaBun Hajuiexkalneil NpoU3BOACTBEHHOH npakTUku EBpasuiickoro skonomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u Tpeb0BaHUAMHU KOHTPOJIS KAaYeCTBA JIEKAPCTBEHHBIX CPEICTB,
a TaKKe B COOTBETCTBUHU CO crieliMUKAIMAIMU, COACPXKALIUMHUCA B PErUCTPAlLIMOHHOM JIOChE CTPaHBI-UMIIOPTEpA.
3anucy no NPOU3BOJACTBY, YIIAKOBKE U aHAIU3y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHuaM Ilpasun
HaJIexaleit Mpou3BOACTBEHHOM MPaKTUKU EBpa3zuiickoro 3KOHOMUYECKOI0O CO03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykt coorBercTByeT TpeboBanusam HJI Bakaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosieno: Pravesh ﬂRana ITposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoantens
/ . Pavan Kumar Sharma s

/g = C:[’-’: __/
Reprint Date / Reprint Date / Reprint Date /
Jata: 29.08.2024 Jara: 29.08.2024 JlaTta: 29.08.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +41 40 4900 2999, Email: maii@direddys.com
CIN: L8S195AP1984PLCO04507
www.drreddys.com




