Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories |td.
Formulation Unii-6

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haitz® Axrusrens (HUMECYJHI) reNb A HApYXKHOTO MpuMeHenus, 1 %, 50 r

Market / Perdok : Russia / Poccus

Batch No. / . Batch Quantity / . 23192 units /
Cepus Ne P V240387 Pa3smep cepun © 23192 equHun
Analytical Repourt No./ . 040002564700 Date of Analysis / . 04.06.2024
AHanuTnyeckuii oruer Ne JlaTa aHa/in3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa nponsBoacTBa

T'onen po

Mfg. License No. /
IIpousBoacTBeHHas
Junen3usa No

: MINB/05/263

MA number: / Homep PY

+ JIM-Ne(001336)-(PT-RU)

Analysis performed according ND / Ananus nposeaen no HJL: JIII-Ne(001336)-(PI"-RU)-251022

Pagelof 6/Ctp. 1 m3 6

No/
Ne

Test / Iloxkazarein

Result / PesyabTar

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent,
colorless gel with characteristic
odor / OpHOpOOHBIH TpO3pauHbIi
renb  OecllBETHOro  LBeTa C
XapaKTepPHBIM 3a[laXOM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHopoAHBIH NpO3pauHbIA  reib  OT
6ecLBETHOrO 10 OJeAHO-KEJITOro LiBeTa
C XapakTepHbIM 3a1axoM

2. | Identification / UnenTuduranns

a) HPLC / BOXX

Complies as prescribed /
CoOTBETCTBYET TPeOOBaHUAM

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 ynepxxkuBaHus
OCHOBHOrO [MMHKa Ha XpoMmaTorpaMme

HCIBITYEMOTO pacTBOpa JOJKHO
COOTBETCTBOBATh BpEeMeHH
VASp)KUBaHUs OCHOBHOTO TIIMKa Ha
XpoMarorpamme pacTeopa
cTaHaapTHoro ofpazua HuMecyanaa
(pazmen «KonuuecTBeHHOE
oTpeiesICHHEY)

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr coorBercTBYeT TpeboBanuam H/I

Conclusion : APPROVED /
Zakaouenne: OAOBPEHO

Prepared by /
INoaroroeneno: Ankit

A

Checked by /
[Tposepeno: Vijay Thakur

C

Approved by: Manager/Executive /
Ono6peHo: Menemkep / Pykoroaurens
Manoj Kumar

wl

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Jata: 24.06.2024

Reprint Date /
Hara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Zanjara Hills, Hyderabad - 560034, Telangana, india

Tei: +91 40 4900 2900, Fax: +491 4C 4900 2999, Email: mali@drreddys.com

CIN: L85195AP1984PLC004507
wwiw.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haii3® AxTuprens (HUMeCYIHa) reib Ajlf HapyXKHOTo npuMeHenns, 1 %, 50 r

Market / PuiHok

: Russia / Poccust

Batch No. / . Batch Quantity / . 23192 units /

Cepusi Ne # V240387 Pasmep cepun ' 23192 equHul
Analytical Repovrt No./ . 040002564700 Date of Analysis / . 24.06.2024
AHaauTnyeckuii oryer No JlaTa anaau3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npou3BoacTsea FNogen gao

Mfg. License No. /

IMpouszroacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auuensust Ne

Analysis performed according ND / Ananus nposeaen no HJI: JITIT-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ CTp. 213 6

b) UV spectrophotometry / Y®-
cnexTpooTo MeTpus

Complies as prescribed
CoOTBETCTBYET TPEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnektp
NOIJIOIIEHHST HMCIBITYEMOIO pacTBOpa
JIOJDKEH UMETh MaKCUMYM MOTJIOWIEHHS
npu 3975 um

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBercTBHM
Macca cogepxUMOro ¢ TpeboBanusmu ['O PO
YHAKOBKH

4. | pH 33 25t04.5/012,5104,5

5. | Viscosity / Bazkocts 904.4 centipoise / 400 to 1,200 centipoise /

904.4 canTunyas

Ot 400 go 1200 canTunyas

6. | Impurities / IIpamecn

i. | Impurity C/

IMpumecs C

ii. | Impurity D/

ITpumecs D

iii. | Any other impurity /
Jliobas apyras npuMech

Not detected / He oOHapyxeHa

Not detected / He 0OHapykeHa

0.03%

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 0.50 % /
He 6onee 0,50 %

Remarks : The Product conforms to ND/

Ilpumeuanue: [Ipoaykr coorercTByeT TpeboBaHmsam HJI

Conclusion : APPROVED /
3axiarouenne: OJJOBPEHO

Prepared by /
[Monrorosneno: Ankit

;T o
/

Checked by /
[Iposepeno: Vijay Thakur

Approved by: Manager/Executive /

Ono6peno: Menemxkep / Pykosoaurens
Manoj Kumar T] ; i]

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Jata: 24.06.2024

Reprint Date /
Hara: 24.06.2024

Registered Office: §-2-2

7, Road No. 3, Banjara Hills, Hyderabad - 3060034, Telangana, india

Tal: +81 40 1900 2900, Fax; +91 40 4900 2999, Email: maii@drreddys.com

CIN: 1.85195AP19S4PLCO04507
weyvedrreddvs.com




Dr.Reddy’s ‘,’:‘;

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® AKTUBrens (HUMeCyIni) reb JUis HapyKHOTo npumeHeriis, 1 %. 50 1

Market / PuiHox : Russia / Poccus

Batch No. / . V240387 Batch Quantity / . 23192 units /

Cepusi Ne ) Pasmep cepuu * 23192 eaunul
Analytical Repo\f't No. / . 040002564700 Date of Analysis / . 24.06.2024
A”aantTuyeckuii oTyer Ne JlaTa aHasim3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

Jata npouszBoacTBa TI'open no

Mfg. License No. /

ITpou3BoacTBeHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auueH3us Ne

Analysis performed according ND / Auasnns nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp. 3136

iv. | Total impurities / 0.0483% Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %

7. | Microbial purity* / Muxpo6uoaoraueckas 4ucToTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O61mee uncno a3pobHBIX MUKPO- He 6onee 100 KOE/r
OpraHM3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obiuee uncno He 6onee 10 KOE/r
IPOMOKEBBIX H TUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtrcyrctBue B 1 1

iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcytctBHE B 1 T

8. | Assay/KonuuecTBeHHOe onIpeaencHHe

Remarks : The Product conforms to ND/
IHpumeyanue: [Ipoaykr cooTBeTcTBYeT TpeboBanusam H/JI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoaroroeieHo: Ankit

Checked by /
[poeepeno: Vijay Thakur

A

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaurens

Manoj Kumar h 4 g
(e

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Hara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreadys.com

CIN: L.85195AP19S4PLCO04507
www.drreddvs.com




Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiiz® AxTusress (HHMECYIU) TeNlb 1JI HApYXHOro npuMeHenns, 1 %, 50 r

Market / PurHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23192 units /

Cepus Ne P V240387 Pasmep cepuu " 23192 enuHuLL
Analytical Repovrt No. / . 040002564700 Date of Analysis / . 24.06.2024
AHaauTHyeckuii oryer Ne JlaTa aHa/iM3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npou3BOACTBa Toaen mo

Mfg. License No. /

IIpouseoacTBenHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JuueHsust Ne

Analysis performed according ND / Ananu3s nposened nmo HJ(: JIII-Ne(001336)-(PI'-RU)-251022

Page4of 6/ Ctp.4u3 6

Nimesulide / 9.77 mg/9.77 mr 9.0 mg to 11.0 mg of Ci3H12N>OsS
Humecynun (97.7 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 gofgel /
Ot 9,0 mr go 11,0 mr Ci3H12N205S
(aumecynun) (ot 90,0 % 0o 110,0 % ot
HOMMHAJIBHOTO coaepxaHus) B 1 r rens
9. | Dimethyl sulfoxide / 101.8 % 90% to 110% of C;HsOS (dimethyl
Jdumerniacynbdorensg sulfoxide) of label claim /
Ot 90 % mo 110 % C,HsOS
(mumetwincynbhokcua) oT
HOMHHAJIBHOTO COIepIKaHHs
10. |Package/ YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 50 r B TyOy u3
JTAMHHUPOBAHHOIO AJIOMHHUS, CHaOXXEHHYIO MeMOpaHOH IJii KOHTPOJs
nepBoro BCkpbiTHsA. Kaxkayto Ty0y BMeCTe ¢ HHCTPYKIHEH MO MEAUIIMHCKOMY
MPUMEHEHHIO MOMEIAIOT B MaUKy KapTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*IlokazaTeslb MOKeT OTCYTCTBOBATH B cepTHdHUKaTe aHAIN3a npousBoauTes. [lponzBoanrtenn
rapaHTHpYeT KayecTBO NPenapara o 3THM N0Ka3aTeJIsAM.

Remarks : The Product conforms to ND/

IIpumeuanne: [IpoaykT coorBeTcTRYET TpeboBanuam HJ{

Conclusion : APPROVED /

3aknwuenne: OJOBPEHO

Prepared by /
IMTonrororseno: Ankit

Checked by /
_| posepeno: Vijay Thakur

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosoaurens
Manoj Kumar

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2500, Fax: +91 42 4900 2999, Email; mail@drraddys.com
CIN: L85195AP19S4PLCO04A507

www.drrecddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykr: Haiis® AxTusrens (HUMECYIH) TeNlb U HAPY)KHOTO npumMeHeHus, 1 %, 50 ¢
Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 23192 units /
Cepus Ne A V240387 Pasmep cepuu " 23192 enunun
Analytical Report No. / . 040002564700 Date of Analysis / . 24.06.2024
AnaquTnyeckuii oryer Ne Jara aHanuza
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026
JaTa npousBoacTea Togen oo
Mfg. License No. /
IIpou3BoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
JuueH3us Ne
Analysis performed according ND / Auanu3 nposegen no HJI: JII-Ne(001336)-(PI'-RU)-251022

PageSof 6/ Ctp. 5u3 6

API name (INN) / Haumenosanne A®C
(MHH):
API manufacturer batch number /

Nimesulide / Humecynun

Homep cepun npoussoaurteiss APC: NMS/13121231
FP Manufacturer API Batch number /
Howmep cepun cy6cTaHIHH FERA00265

npouszsoauTtensa I'JId:

API Manufactured by & country /
IIpousBoantenr A®C, crpaHa:
Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumeHOBaHue, apec H HOMep
JINHEH3HH MJIOIANKH,
oCyIecTBJsS 0L el
MPOM3BOACTBO/KOHTPOIb
kauyecTBa/Boinyck I'JI® /

Aarti Drugs Ltd., India /
Aaptu Hparc JIta., Uuaus

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Peqnu’c Jlabopatopuc JIta., Uuaus,
IMpoussoacTeeHHOe noapasznaeneHue-6, Bunnamk Kxons,
Hanarapx Poyn, banau, Conas HQuerpukr, X.I1. 173205,
Wupusa (JIuuensus 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».

Conclusion : APPROVED /
Zaxmarouenue: OJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt cooTBeTcTBYeET TpeboBanusam HJI

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

[Moarorosneno: Ankit [porepeno: Vijay Thakur Onobpeno: Menemxep / PykoBoguTens
/ (:d/ Manoj Kumar >

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.06.2024 Jata: 24.06.2024 Jlata: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indis
Tef: +91 40 4900 2900, Fax: +91 40 4900 2992, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

)
Y ‘.. Vill. Khol, Nalagarh Road, Baddi
Dr. Reddy S o Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  \yun drreddyo com

CEPTU®UKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® AxkTHBreb (HUMECYNUA) TeNlb AN HAPYHKHOTO NpuMeHenns, 1 %, 50 r
Market / PoiHok : Russia / Poccust
Batch No. / . Batch Quantity / . 23192 units /
Cepust Ne § V240387 Pa3mep cepun © 23192 eaunun
Analytical RepoI‘t No./ . 040002564700 Date of Analysis / . 24.06.2024
AHaJTUTHYEeCKHUI oTUeT No JlaTa ananusa
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026
JlaTa npou3BoacTBa T'ogen oo
Mfg. License No. /
IIponspoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-N2(001336)~(PT-RU)
Juuen3ust Ne
Analysis performed according ND / Ananus nposeaen no HJ: JINI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ CTp. 613 6

3ak/aroueHne 0 cooTBeTcTBHM: «HacTOAIMM 51 IIOATBEPXK/IAI0, YTO IIPUBEACHHAS BhILIe HHYOPMANUS SBISACTC
JIOCTOBEPHOM M TOYHOM. DTa cepHs NPOLYKUHH [IPOM3BE/eHa (BKIIOYAs YIIAKOBKY (MApKHPOBKY) M KOHTPOJIb
KayecTBa) Ha BBIIIEYKA3aHHOM TMPOWU3BOACTBEHHOM IUIomanKe (IJIOIIaAKax) B IIOJHOM COOTBETCTBUH C
Tpe6oBapusaMu [IpaBuil HaIexkamed mpOU3BOACTBEHHON NpakTHkK EBpa3suiickoro sKOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbops 2022) u TpebGOBaHHAMM KOHTPOJSA KadecTBa JIEKAPCTBEHHBIX
CpEJICTB, @ TAKXKE B COOTBETCTBHU CO CIELHUGPUKAUIMH, COAEPKAIUMHUC B PETUCTPALTHOHHOM JOCHE CTPaHbI-
UMIIOpTEPa. 3alMCH 1O MPOU3BOACTBY, YNAKOBKE M aHAIU3Y IIPOBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBHE
tpe6oBanmsiM [IpaBun Haexaniei IpoU3BOACTBEHHOM IpaKTHKH EBpasuiicKOro 3KOHOMHUYECKOTO COr03a».

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

IIpumeyanue: [Tpoaykr coorsercTBYeT Tpebosanuam HJI 3axnwuenune: OJOBPEHO

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

IMoaroroeneno: Ankit /;1 | Mposepeno: Vijay Thakur Ono6peno: Menemxep / PyxonombTenb
(L C" A} Manoj Kumar ?. _;

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.06.2024 Hara: 24.06.2024 Hara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indis
Tel: +91 40 4900 25800, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: 1L.85195AP1984PLCO04507
wwvy.drrecdvs.com




