Dr.Reddy’s ‘,’:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATTUSA

Product : Nise gel 1%, 100 g
| Ipoayxr: Haiis®, ress anst HapyxHoro npumenenns 1%, 100

Market / Peinox

: Russia / Poccus

Batch No./ . V230912 Batch Quantity / . 11717.000 units /
Cepusn Ne ) Pazmep cepuu © 11717.000 eauHML
Analytical Repovrt No./ . 040002284326 Date of Analysis / . 26.11.2023
Ananurndeckuii oTuer Ne Jara aHajau3za

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

JlaTa npoM3BOACTBA TI'open no

Mfg. License No. /

IMpoussoacTBeHHAs! : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
JMueH3nst Ne

Analysis performed according ND No / Ananus nposeaes no HJL Ne: JIII-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JII-Ne(001198)-(PI'-RU) ot 29.03.2023

Ne

Test / Iloxa3aTesb

Result / Pe3ysabTaThl

| Specification / Hopma

1

Appearance / Onucanue

Clear homogenous light yellow gel, free
from particulate matter / OZHOpPOIHBIH
pO3payHblil reJlb CBETI0-XKENTOrO LBETA,
cBODOAHBIH OT IOCTOPOHHUX YaCTHLI.

Clear homogenous light
!yellow to yellow gel, free from
;parliculate matter / OfHOpOHLIA Opo3pauHblii
renb OT CBETIO-KENTOr0 A0 JKENTOro UBeTa,
¢BOBOMHBII OT MOCTOPOHHHUX YACTHIL,

Identification by HPLC /
Uaentudukanust (BIXKX) rpeboBannsam

Complies as prescribed / CooTBeTCTBYET

iThe 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
ireference standard solution (section Assay). /|
IBpeMﬂ YAEpKMBaHUsl OCHOBHOIO IIHKa Ha
XpoMaTtorpaMMeé — MCIBITYEMOrO  pacTsBopa
JIOIDKHO COOTBETCTBOBATh BpeMeHH
VAepKIBaHHA OCHOBHOTO nHKa Ha
XPOMATOrpaMMe ~ pacTBopa  CTaHJIapTHOTO
obpasua HUMeECYNIuaa (paznen

!«Kommecmeuuoe OTIPENENCHHE)

'Weight of package
contents Macca

COIEP/KUMOr0 YIIAKOBKH

101 g/ 101r

\According to the requirements. Not less than
100 g/ B cooTtBeTcTBMH ¢ TpeGoBaHUAMHU. He
menee 100 T

Remarks : The Product conforms to ND/
ITpumeyanne: ITPOJYKT COOTBETCTBYET TPEOOBAHUSM HJT

Conclusion : APPROVED /
Zaxsmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exegutive /
MoaroToBneHo: Amit Pi\;ia[ }\ [Mposepeno: San Kumar Onobpeno: Menemxep / PykoBoantens

) [ Maurya / Abhishek Chauhan _ _ ’?
Reprint Date / Reprint Date / Reprint Date / L
Jata: 26.11.2023 Hata: 26.11.2023 Jata: 26.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85185AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘_‘:‘

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

s Ol

Product : Nise gel 1%, 100 g

Ipoaykr: Haiiz", rens ans napyxuoro npumenenus 1%, 100 r

Market / Peiok : Russia / Poccus

Batch No. / . V230912 Batch Quantity / . 11717.000 units /
Cepusi Ne ) Pa3smep cepun * 11717.000 enuuuL
Analytical Repovrt No./ . 040002284326 Date of Analysis / . 26.11.2023
Ananurnyecknii oryer Ne Jlara ananusa

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

JlaTa npou3BoOACTBA Togen g0

Mfg. License No. /

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

Analysis performed according ND No / Auamus nposenen no HJI Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITT-Ne(001198)-(PT-RU) or 29.03.2023

4 pH

5.7

4.61t06.0/0T14,6 10 6,0

5 Related substances /PogcTBeHHbIe NPpHMECH

s [IPUMeECh

1) Impurity A / IIpumecs A

2) Impurity B / [Ipumecs B

3) Impurity C/ Ilpumecs C

4) Impurity D/ ITpumecs D
5) Impurity E / IIpumecs E

6) Impurity F / IIpumecs F

7) Highest Unknown
Impurity / Exnandnas
HEUIEeHTH(ULUPOBAHHA

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.04 %) / Huxe
npejena KoIM4eCTBEHHOTO
onpeaenenus (IIKO = 0.04 %)

Below LOQ (LOQ = 0.04 %) / Huxe
npezena KOMHYeCTBEHHOTO
onpenenerus (ITKO = 0.04 %)

0.10%

Not detected / He o6HapyxeHa

Not detected / He 0OHapykeHa
Below LOQ (LOQ = 0.1 %) / Huxe

npefiena KOJIH4eCTBEHHOTO
onpenenenus (IIKO = 0.1 %)

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBeTCTBYET TpebopaHuam HJT

Conclusion : APPROVED /
3axnawuenune: OJIOBPEHO

Prepared by /

MogrotoeneHo: Amit Patial-c r_? [IpoBepeHo: Santo;‘%l(umar
—A Maurya & _:1

s

Checked by /

=

Approved by: Manager/Executive /
Onobpeno: Menemxep /[PykoBoaNTENb
Abhishek Chauhan '

Reprint Date /
HaTa: 26.11.2023

Reprint Date /
Jata: 26.11.2023

Reprint Date /
JlaTa: 26.11.2023

S |

CIN: L85185AP1984PLC004507
www.drreddys.com

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s "6.'.

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 AHATTUSA

Product : Nise gel 1%, 100 g
Hpoayxr: Haiz®, rens s HapyxHoro npuMeHenus 1%, 100 r

Market / Poinox : Russia / Poccust

Batch No. / . V230912 Batch Quantity / . 11717.000 units /
Cepus Ne ) Pasmep cepuu © 11717.000 eniHuLL
Analytical RepoUrt No./ © 040002284326 Date of Analysis / . 26.11.2023
Ananutuyeckuii oruet Ne JdarTa aHanu3a

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

Jlata npousBoJcTBa Togen go

Mfg. License No. /

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

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

Analysis performed according ND No / Anasis nposenen no H/ Ne: JIII-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

8) Total impurities / 0.1% 8) Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit
6 Microbial contamination / MukpoGHoJOrHYecKas YuCTOTa*

Total aerobic microbial
count / Ob1Eee KOMUYSCTBO

ObL1ee YHCI0 OPOXIKEBBIX
¥ IJIECHEBBIX IPHOOB
Pseudomonas aeruginosa

Staphylococcus aureus

OKH3HECTIOCOOHBIX Less than 10 CFU/g/
a3pOOHBIX Meree 10 KOE/r
MHKPOOPraHu3MOB

Total combined Less than 10 CFU/g/
yeasts/molds count / Menee 10 KOE/r

Absent in 1 g/ OtcytcTtBYeTB 1T
Absent in 1 g/ OtcyTtersyerB 1 r

Not more than 10 CFU/g /
He 60nee 10* KOE/r

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

Absentin 1 g/ OtcyTcTBUE B 1 T

Absent in 1 g/ OtcyretBHe B I T

7 Assay / KonnuectBennoe | 10.09 mg/10.09 mr

onpenesieHHue

9.0 to 11.0 mg of C13H2N>0sS (nimesulide)
per 1 g of the product. /

Ot 9,0 1o 11,0 mr Cy3H2N>OsS (HuMecyun)
B 1 r npenapara

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHuam HJI

Conclusion : APPROVED /
3axkmouyenue: OJJOBPEHO

Prepared by /

MoarotoBneHo: Ami P?tial ’
S

Checked by /
[Iposepero: Santogh Kumar
Maurya

Sed——

Approved by: Manager/Executive /

Onobpeno: Menemixep / PyxoBoanTeiib
Abhishek Chauhan !

Reprint Date /

HaTa: 26.11.2023

Reprint Date /
Hata: 26.11.2023

Reprint Date /
Jara: 26.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd.

! * Formulation Unit-6

Dr. Reddy s 0. 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 AHAJITU3A

Product : Nise gel 1%, 100 g
ITpoayxt: Haiiz®, rens s Hapys»Horo npuMeHenus 1%, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V230912 Batch Quantity / . 11717.000 units /
Cepust Ne ) Pasmep cepuu © 11717.000 eamumnLy
Analytical Repovrt No./ : 040002284326 Date of Analysis / . 26.11.2023
AnanuTudeckuii oryet Ne JlaTa aHajau3a

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

JlaTa npon3BoACcTBA TI'oxen po

Mfg. License No. /

IIpou3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)~(PT-RU)
JHneH3usa Ne

Analysis performed according ND No / Anaan3 nposeaen no HJ{ No: JITI-Ne(001198)-(PT-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT"-RU) ot 29.03.2023

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 k3 JaMMHHPOBAHHOI'O ANIOMHHUSI, CHAOKEHHYIO MeMOpaHOM Ayis
KOHTPOJIst EPBOro BCKpbITHs. I10 1 TyGe B mauKy KapTOHHYIO C MHCTPYKHHEH Mo
MpUMEHeHNI0 (JICTKOM-BKJIA/IBILIEM).

* 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./

* [TpOBOAMTCS MPOU3BOIHUTEIIEM TPH BbIMYCKe IEPUOANIECKH (C HHTEPBAJIOM B OIHO MCTbITaHUe Ha 20 cepuii uiu He MeHee 1
paza B roj). [TokazaTesib MOXeT 6bITh He BKIIIOUEH B CEPTU(HKAT aHANU3a PUPMBI.

API name (INN)/ A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS-1A-233010
Homep cepuu npoussoautes ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTannuu npoussoautess I'JIdD: FEQH00505
API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
IIpoussoautens ADC, ctpana: MaunranaM [J{pars sug Opranukc JIta., MEnus
. L. Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Name, address, anthorization Nofor ~ FP Solan (HP) 173205, India (License No MNB/05/263) /
manufacturing site / Control site / Release site / 0 B
HauMenoBamHe, a1pec B HOMED JHIEH3HH POU3BOACTBEHHOE IoApa3jencHue-6, Bumiamk Kxonb,
i 0 Hanarapx Poyn, Bagau, Conan Quctpuxr, X.I1. 173205, Muaus
TIOMAIEH, OCYIOCTRITIONIEH (Jlnuensns Ne MNB/US/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [TponykT cooTBeTcTBYET TpeboBanusm H/J 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTtoeneHo: Amit Patial I[Tposepeno: Santosh Kumar Onobpeno: Menemxep | PykosoauTensb
e r’( Maurya (v Abhishek Chauhan
S S
Reprint Date / Reprint Date / Reprint Date / '
Jata: 26.11.2023 Hara: 26.11.2023 IHara: 26.11.2023

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: L83195AP1984PLC0O04507
www.drreddys.com




‘.. Dr. Reddy's Laboratories Ltd.

t/ ® Formulation Unit-6

Dr' Reddy S $ Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTIU3A
Product : Nise gel 1%, 100 g
Ipoayxt: Haitz®, renb fuis HapysHoro npumenenns 1%, 100 r
Market / PoiHok : Russia / Poceus
Batch No. / . V230912 Batch Quantity / . 11717.000 units /
Cepus Ne ) Pasmep cepun © 11717.000 egunuL
Analytical Repovrt No./ . 040002284326 Date of Analysis / . 26.11.2023
AHanuTHYECKHI oTueT Ne Jara ananunsa
Date of Manufacture / . 11/2023 Date of Expiry / . 10/2026
Jlara npon3BoacTBa Iogen no
Mfg. License No./
IIponseoacreeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JHueH3us Ne
Analysis performed according ND No / Anaans nposeaen no HJ{ Ne: JITI-Ne(001198)-(PT-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT-RU) ot 29.03.2023

| I ]

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».

3aK/0ueHHe 0 cooTBeTcTBHH: «HacToslmM s moATBEpXKAaro, 4TO NPHBENCHHAs BhlE MH(GOpPMaUUs sABISETCS
JIOCTOBEpHOM M TOYHOH. DTa cepusl MPOAYKLUMM MpousBecHa (BKIIOYAs YMAkoBKY (MapKMPOBKY) M KOHTPOJb
KayecTBa) Ha BBILIEYKA3aHHOM TMPOMU3BOJACTBEHHOH Iulomanke (IJOIIAAKax) B TIOJHOM COOTBETCTBUM C
tpeGoranuamy [lpaBun Hapnexkameil NpOM3BOACTBEHHON NpakTHKM EBpasuiickoro skoHommyeckoro coroza (Ne

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

IIpumeuanne: [IpofyKT cooTBeTcTBYET TpeboBanusm H/T 3axiouenne: OJIOBPEHO

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

MoarotosneHo: Amit Patial. | IIposepeno: Santosh Kumar Onobpeno: Menemwkep / PyosoauTens
e\ "J‘P Maurya @, Abhishek Chauhan | r\

Reprint Date / Reprint Date / Reprint Date /

Harta: 26.11.2023 ara: 26.11.2023 Hata: 26.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




‘... Dr. Reddy's Laboratories Ltd.

/ ® Formulation Unit-6

Dr’ Reddy S i 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 AHATIN3A

Product : Nise gel 1%, 100 g
Tpoayxkr: Haiis®, renb ans HapyskHoro npumenenna 1%, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V230912 Batch Quantity / . 11717.000 units /
Cepus Ne ) Pasmep cepuu © 11717.000 eppHuL
Analytical Repovrt No./ . 040002284326 Date of Analysis / . 26.11.2023
Ananurnueckuii oryer Ne Jara ananusa

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

Jlata npoH3BoaCTBa TI'oaen no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY @ JIII-Ne(001198)~(PI'-RU)
mnnensus Ne

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

GMP/EAEU/RU/00554-2022 ot 02 centsaops 2022) 1 TpebOBaHHIMH KOHTPOJIA KaueCTBA JICKapCTBEHHBIX CPE/CTB,
a TaKXKe B COOTBETCTBUM CO CIELUPUKALUIMH, COACPKAIMMUCS B PErMCTPALMOHHOM JI0CHE CTPaHbI-UMIIOpTEPA.
3anKcH 10 NPOM3BOACTBY, YIAKOBKE U aHAJIM3Y MPOBEPEHbl, M YCTAHOBJIEHO MX COOTBETCTBUE tpeboBaHuaM [IpaBun
HauIexaLIell TpOU3BOACTBEHHON NPaKTUKH EBPasuiickoro 3kOHOMHYECKOTO CO03a».

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

Hpurmeuanne: [IpoayKT coOTBETCTBYET Tpebosanuam HJL 3akmoyenne: OJOBPEHO

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

MopgroToBneHo: Amit Patial y | ITposepero: Sagtosh Kumar Onobpeno: Menemxep / PykosoguTess
_-fre;'dﬁ F Maurya 3&/ Abhishek Chauhan f

Reprint Date / Reprint Date / Reprint Date /

Jata: 26.11.2023 Iara: 26.11.2023 Jlara: 26.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIMN: LB519EAM1981PLCO01507
www.drreddys.com




