Dr.Reddy’s ":"

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

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJITN3A

Product : Nise gel 1%, 100 g

TTpoaykcr: Haiiz®, rems s Hapysksoro npumenenns 1%, 100 r

Market / Poinox : Russia / Poccus

Batch No./ . V240188 Batch Quantity / . 11320.000 units /
Cepusi N n Pazmep cepuu ° 11320.000 eguHH1LL
Analytical Repourt No./ : 040002483262 Date of Analysis / . 11.04.2024
AHaauTuyeckuH oT4yer No [JMara aHaan3a

Date of Manufacture / : 03/2024 Date of Expiry / . 02/2027

Jara nponsgoacrTea T'ope a0

Mfg. License No. /

IIpoussoacTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
NHUeH3HA Ne

Analysis performed according ND No / Ananus nposeses no HJ{ Ne: JITI-Ne(001198)~(PT'-RU) dt. 29.03.2023 /
JITT-Ne(001198)-(PI'-RU) ot 29.03.2023 '

Ne | Test / IlokasaTean Result/ Pe3yasTaTh! | Specification / Hopma
1 Appearance / Onucanne (Clear homogenous light yellow gel, free  Clear homogenous light
from particulate matter / Onnopogustii  yellow to  yellow gel, free from

(1pO3pavHbIN ek CBETJIO-KENTOro 1BeTa,
CBOOOTHEII OT IOCTOPOHHIX YaCTHLI,

particulate matter / OAHOPOAHBIA MPO3PAYHBIH
Tenb OT CBETNO-KENTOro A0 HKEITOro LBeTa,
¢cBODOMHELH OT MOCTOPOHHUX YACTHIL,
|

2 Identification by HPLC /

Complies as prescribed / CoorseTcTBYET

Nnentudnramun (BIXKX)rpebopanuam

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 yHepXHBaHHA OCHOBHOIO MHKA Ha
XpOMaTorpaMMe  HCIBITYEMOTO  PacTBopa
[TOTKEO COOTBETCTBOBATE BPEMEHH
YIepKHBAHAS OCHOBHOTO HKa Ha
XpomaTorpaMme — pacTBopa  CTaH/IapTHOrQ)
obpasua HUMECYNHa (paszen
«KonuuecTBeHHOE OnpefeneHye»)

3 'Weight of package
contents Macca
COAEPHHMOro YIIAKOBKH

101 g/101r

According to the requirements. Not less than
%100 g/ B cootBeTcTBUH ¢ TpeGoBanusamu. He
meHee 100 T

| =¥

Rewar ks : The Product conforms to ND/
ITpumeuanue: IlponykT coorsercTByeT Tpebosaniam HJT

Conclusion : APPROVED /
3akmouenne: QJJOBPEHO

Prepared by / Checked by /

ITonrotoBneno: Ankit B

I[Tpoeepeno: Santosh ar
Maurya 3

Approved by: Manager/Executive /
Onobpeno: Meremyep / PykoBonHTens
Amit Kumar !\l-;,,

Reprint Date /
Jara: 11.04.2024

Reprint Date /
Hara: 11.04.2024

Reprint Date/ ¥
Jlata: 11.04.2024

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: maii@drreddys.com
CIM: LRS195AP1R81PLCODASDY
www.drreddys.com




Dr.Reddy'’s “:‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUOWKAT AHATI3A

Market / PorHok

Product = Nise gel 1%, 100 g
| Mpoayscr: Haiis™, rene auis HapysHoro npumerenms 1%, 100

: Russia / Poccus

Batch No. / oy Batch Quantity / _ 11320.000 units /
Cepnn Ne : Pasmep cepun © 11320.000 eaunul
Analytical Repoﬂrt No./ . 040002483262 Date of Analysis / . 11.04.2024
Ananuruyeckuii orueT Ne Jara apaausa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

Hara nponssoacTea Tlopen no

Mfg. License No. /

IIpoussoacTBenHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JHneH3HTE Ne

Analysis performed according ND No / Auaans nposeaen no HJ Ne: JINI-Ne(001198)-(PT-RU) dt. 29.03.2023 /
JIT-No(001198)-(PT-RU) ot 29.03.2023 _

"

pH

57

Related substances /PogcTBeHHBIE NpUMeCH

1) Impurity A /IIpumecs A
?) Impurity B / ITpumecs B

3) Impurity C / ITpumecs C

4) Impurity D / [Ipumecs D

5) Impurity E / [Tpumece E

6) Impurity F / [Ipumecs F

7) Highest Unknown
Impurity / ExunuyHas
HEHIEHTUGULIUPOBAHHA
5 IPUMECh

8) Total impurities /

CyMMa mpumeceit

Not detected / ne obHapy>xeHa
Below LOQ (LOQ = 0.04 %) / Huxe
npefena KOJIHYeCTBEHHOTO
onpeznenexns (IIKO = 0.04 %)

Not detected / ne obHapyxeHa
Not detected / He obnapyxeHa
Not detected / He obHapyxeHa
Not detected / ne obHapyxeHa
Below BDL / Husxe mopora
perucTpalum

Below BDL / Hixe mopora
perucTpauiu

1) Not more than 0.2 % / ne 6oinee 0,2 %
2) Not more than 0.2 % / e 6osee 0,2 %

3) Not more than 0.2 % / He 6onee 0,2 %
4) Not more than 0.2 % / He 6onee 0,2 %
5) Not more than 0.2 % / He 6onee 0,2 %
6) Not more than 0.2 % / ue 6onee 0,2 %
7) Not more than 0.2 % / He 6onee 0,2 %

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

Remarks : Tho Product conforms to ND/
Ilpumeqanue: [Tponyxr coorseTcTByeT TpeboranusmM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

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

ITonroroBneHo: Ankit ~ | IIpoBepeHo: Santosh Kumar Onobpeno: Menemiep / PykoBoouTeNs
- il Maurya ' Amit Kumar :

Reprint Date / Reprint Date / Reprint Date/ ¥

Hara: 11.04.2024 Hara: 11.04.2024 Jata: 11.04.2024

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories {td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUG®UKAT AHAITU3A

Product : Nise gel 1%, 100 g

Tpoaywcr: Haita™, rene ans HapyxHoro npamenenna 1%, 100
2 poay :

Market / PoiHok

: Russia / Poccus

Bateh No. / Batch Quantity / 11320.000 units /

: V240188 5
Cepug Ne Pasmep cepuu 11320.000 eguanLL
Analytical Repourt No./ . 040002483262 Date of Analysis / . 11.04.2024
Anaguryyecknii oruer Ne Jara ananusa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027
JaTa npou3BoAcTBa Togen xo
MIfg. License No./
IlpouseoacTBeHHan : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
Junensna Ne

Analysis performed according ND No / Auaan3s nposeaen no HJL Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
|JITI-N2(001198)(PT-RU) o 29.03.2023

6 Microbial contamination / MukpoGxonornyeckas YHcToTa*

Total aerobic microbial
count / ObLIEe KOJIHIECTBO
KH3HECTIOCOOHBIX
a3p0oOHBIX
MHKPOOPTaHH3MOB

Total combined
yeasts/molds count /
O611ee YHCNI0 JPOKIKEBBIX
fi TIIECHEBLIX TPHOOB
Pseudomonas aeruginosa

Staphylococcus aureus

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOEr

Absent in 1 g/ OtcyrcTByer B 1T
Absent in 1 g/ OtcyTcTBYeTB 1 I

Not more than 102 CFU/g /
[He 6onee 10> KOE/r

'I:Iot more than 10! CFU/g /
He 6onee 10' KOE/r

Absent in 1 g/ Otcyrereue 8 1 1
Absentin 1 g/ OrcyrcrBie B 1 r

MPUMEHEHHIO (JIUCTKOM-BKIIAZBINIEM).

7 Assay / KonuuectBennoe | 10.12mg/10.12 Mr 9.0 to 11.0 mig 6f C3H12N20sS (nimesulide)
ompeneseHue per 1 g of the product. /
0t 9,0 ao 11,0 mr Ci3H12N>OsS (Humecynun)
B 1 r npenapara
8 Package / YnaxoBka 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 W3 JTaMHHUPOBAHHOTO aIOMHHUSI, CHabXKEeHHYIO MeMOpaHoM s
KOHTpOJIst mepBoro BCkpsiTast. L1o 1 Tybe B mauky KapTOHHYIO ¢ MHCTPYKLUHEH 110

* 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./

Conclusion : APPROVED /
3akmouenue: OJOEPEHO

Remarks : The Product conforms (o ND/
IIpumeuanne: [Ipogykr cootreTcTBYET TpedoBanusM HJL

Prepared by / _ Checked by / Approved by: Manager/Executive /
IoprotoBneHo: Ankit /’( _ | Tposepero: Santosh Kumar Onobpeno: Menemxep / Pykosonurens
_~~ | Maurya . Amit Kumar A ,.";:_"_’:,
Reprint Date / Reprint Date / Reprint Date / |
it Mara: 11.04.2024 Hara: 11.04.2024 Hara: 11.04.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad ~ 500034, Telangans, Indiz
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: LB5155AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories [td
Formulation Unit-6

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

Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNU3A
Product : Nise gel 1%, 100 g
Ipoayscr: Haits®, remb as HapyxHoro npumenenns 1%, 100 r
Market / Peinok : Russia / Poceys
Batch No. / . V240188 Batch Quantity / . 11320.000 units /
Cepus Ne " Pasmep cepun © 11320.000 epuBuil
Analytical Repovrt No./ . 040002483262 Date of Analysis / . 11.04.2024
AuanuTHyeckuii oTuer Ne Hara aHanu3a
Date of Manufacture / : 03/2024 Date of Expiry / . 02/2027
JlaTa npousBoAcTEa Togen g0
Mfg. License No. /
ITponsBoAcTBEHHASR : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI" -RU)
JMueH3us Ne
Analysis performed according ND No / Arasu3 nposexen no HJ Ne: JITI-Ne(001198)-(PT-RU) dt. 29.03.2023 /
JINI-Ne(001198)-(PT-RU) ot 29.03.2023

* [IpOBOANTCA IPOH3BOIMTENEM MPH BHIMYCKE EPHOAMHECKH (C MHTEPBATIOM B OIHO HCMbITaHue Ha 20 cepui unH He MeHee 1
pasa B rox). TlokazaTens MOXeT GBITE He BKJIIOYEH B CepTHOUKAT aHanu3a GUpMeL.

IIpoussoautens APC, crpana:

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/13090880
Howmep cepuu nponsBogutes ADC:

FP Manufacturer API Batch number / FERA00081
Homep cepuu cy6cTtanuun npounssoaurens IJID:

API Manufactured by & country / Aarti Drugs Ltd., India /

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmeHnoBaHHe, aipec H HOMeP JHMHeH3HH
ILUIOWAAKH, OCYIIECTBISIONIE

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[TpousBoacTBEHHOE MOApazaeneHue-6, Bumnamk Kxos,
Hanarapx Poyn, bamnn, Conan Qucrpukr, X.I1. 173205, Uuaus
(JTuuensust No 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
finll eompliance with the GMP requirements of the Furasian Feonomic 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».

Concluslon : APPROVED /
3axkmouenne: OJIOBPEHO

Remarks : The Product conforms o WD/
Ipumeuanne: IIponykT cooTgeTcTBYET Tpebosanusam HJ{

Prepared by / Checked by / Approved by: Manager/Executive /
IMogrotosnero: Ankit _. | Hposepeno: Santosh Kumar Onobpeno: Menemiep / PykosoauTesb
- ) = N —
Maurya Amit Kumar DA~
Reprint Date / g Reprint Date / Reprint Date / |
Hara: 11.04.2024 _.E[JaTa: 11.04.2024 HMara: 11.04.2024

Fepicterad Office: §-3-337, Boad Ma. 3, Banjara Hillr, Hyderahad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd,
“. Formulation Unit-6
! .. Vill. Khol, Nalagarh Road, Baddi,
Dr’ Reddy S Ne Distt. Solan, H.?,, 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIEICATE OF ANALYSIS
CEPTU®UKAT AHATIA3A

[Product = Nise gel 1%, 100 g
Hp'o_)ly:fr':- Haitz”, rens e Hapy:HOro npuMeHeHns 1%, 100 r

| 1

Market / Poinok : Russia / Poccus

Batch No./ . V240188 Batch Quantity / . 11320.000 units /

Cepng N ) Pasmep cepust ' 11320.000 exusnL e
Analytical Report No. 7 049002483262 Date of Analysis | : 11.04.2024

Ananurmdeckuii oryer Ne . JlaTa aHaaH3a

Date.of Manufactore / . 03/2024 Date of Expiry / . 02/2027

Jata npon3BoAcTEA Tofen Ao

Mfg. License No./

IlpousBoACTBEHHAS + MNB/05/263 MA number: / Homep PY ¢ JITI-Ne(001198)-(PT-RU)

nmensng Ne

Analysis performed according ND No / Auaans nposenen no H/JI Ne: JITI-Ne(001198)-(PT-RU) dt. 29.03.2023 /
JIT-Ne(0.01198)-(PI'-RU) ot 29.03.2023

BaK/0UeHHe 0 COOTBeTCTBHH: «{acTosumM A MOATBEPXAAlD, YTO NMPUBEACHHAA BBHIIE uHdopMaLys ABNAETCA
JIOCTOREPHOM W TOYHOH. DTa cepus MPOAYyKLMH NpOM3BEACHA (BKJTIOYAs YMAKOBKY (MApKUPOBKY) Ml KOHTPOIb
KayecTsa) HA BhHIIEYKa3aHHON TPOM3BOACTBEHHON IUIOWANKEe (mnomankax) B IIOJIHOM COOTBETCTBUHM C
TpeGoanusmu [IpaBun Hajnexared MPOU3BOCTBEHHO NPAKTHKK EBpasHiiCKoro 3KOHOMHHYECKOIO COo3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) i TpeOOBaHUAMH KOHTPOJIA KAY€CTBA JICKApCTBEHHBIX Cpe/CTB,
a TAKOKe B COOTBETCTBHM €O CHEL(DUKALIMAMU, COIEPHAUIMMHUCA B PETHCTPALMOHHOM AOCHS CTPAHBI-MMITOPTCPA.
3anucK [0 MPOM3BOAICTBY, YIAKOBKE K aHAJM3Y MPOBEPEHB], H YCTAHOBJIEHO HX COOTBETCTEHE TpeboBaHusAM ITpaBun
HaIexaleil MpoU3BOACTBEHHON NpakTUKy EBpasuiickoro 5KOHOMHUYECKOTo COro3an.

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

Ipumesanne: [ponaykr coorsercrayer Tpebosaniam HII 3axmouenue: OJOBPEHO

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

TloarotoBsieRo: Ankit A TIposepeno: Santosh Jeumar Onobpeno: Menezguep / PykoBoguTelb
/ Maurya ) 5 Amit Kumar {&(/\\/’;

Reprint Date / " Reprint Date / Reprint Date/ !

Jara: 11.04.2024 Nara: 11.04.2024 JHara: 11.04.2024

Repistered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Taiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com



