Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIN3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Ipoaykr: Haiis® Axrusrens (HUMECYJIHI) Tellb A1 HAPYXHOro NpuMeHeHus, 1 %o, 50 r

Market / Pritok : Russia / Poccus

Batch No. / . V240496 Batch Quantity / . 23376 units /

Cepus Ne ) Pasmep cepunu 23376 expunuL
Analytical Report No. / © 040002600036 Date of Analysis / . 24.07.2024
AHAJUTHYECKHH 0TYeT Ne JlaTa aHanusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTa npou3BoacTBa T"onen go

Mfg. License No. /

IIpomssoacTBeHHast : MNB/05/263 MA number: / Homep PY : JII-Ne(001336)-(PI™-RU)
JineHsus Ne

Analysis performed according ND / Auanus nposeaed no HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page 1 0of 6/ Crp. 1 u3 6

No/

N Test / IlokazaTensn Result / Pe3yabTaT

Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpHopoaHBIH MpO3payHbIi  Telb
6J1eIHO-XKEeNTOro [BeTa c
XapaKTepHbIM 3aIIaXOM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpOAHBIA MpO3payHbIl  refnp  OT
GecLBETHOrO O OJIETHO-XKENTOro BeTa
C XapaKTEePHBIM 3alaXxoM

2. Identification / MaenTHduKxanus

a) HPLC / BOXX Complies as prescribed /
COOTBETCTBYET TPEGOBAHUAM

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 ynep>kuBaHus
OCHOBHOTO MNHKAa HAa XpOMaTorpamme
HCTIBITYEMOTO  pacTBopa JOJDKHO

COOTBETCTBOBATh BpPEMEHH
YIEPXKHBAHUSA OCHOBHOTO TMHKa Ha
XpoMaTtorpamme pacTBopa
cTangapTHoro ofpasua HUMeCYIHOa
(paznen «KonuyecTBeHHOE
OTpe/IeIICHHE)

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

IIpumeuanne: [IpogykT coorBercTBYeT TpeboBanusm HJ| 3axmouyenne: OJOBPEHO

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

HoaroroeneHo: Santosh Kuma% ITposepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoaurelns

Maurya Manoj Kumar

? = - J e
Reprint Date / Reprint Nate // Reprint Nate /
Jara: 24.07.2024 Jara: 24.07.2024 Jlarta: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +91 43 4900 2900, Fax: +-91 40 4900 2998, Ernail: maii@drreddys.com

CIN: LE5195AP1984PLC0O34507
wwyrdrreddys.com




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

&
DI’. Reddy,s ‘..... Vill. Khol, Nalagarh Road, Baddi,

Distt. Sotan, H.P., 173 205, INDJA

Tel 1 +91 98166 56001-02
CERTIFICATE OF ANALYSIS e drreddys.com

CEPTU®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HNpoaykr: Haiiz® AktuBresb (HUMECYM) Feflb JUIS HAPYKHOTO NpuMeHeHns, 1 %, 50 r

Market / Po1tok : Russia / Poccus

Batch No. / X Batch Quantity / . 23376 units /

Cepus Ne P V240496 Pasmep cepumu © 23376 epunuil
Analytical Repovrt No. / - . 040002600036 Date of Analysis / . 24.07.2024
AHa/IUTHYECKHA 0TUeT Ne JaTa aHanu3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Jata npousBoaACTBa I'ogen no

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIMUEH3usE N2

Analysis performed according ND / Ananu3s npoeenen mo HJI: JIIT-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 23 6

b) UV spectrophotometry / Y®- | Complies as prescribed /| UV absorption spectrum of the test

cnekTpohOTO METPHS CooteercTByeT TpeGOBaHMAM solution should have absorption
maximum at 397+5nm / Y®-cnekrp
MOMJIOIEHHs] HCIBITYEMOTO  pacTBOpa
JOJDKEH MMETh MaKCHMYM TOTJIOLIEHHUs!
nipu 39745 HM

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBeTcTBHH
Macca coaepRHMOro ¢ TpeboBanusmMu [ @ PO
YHAKOBKH

4. | pH 3.27 25t04.5/0t12,5 04,5

5. | Viscosity / BazkocTb 948.2 centipoise / 400 to 1,200 centipoise /

948.2 canTtumya3 Ot 400 o 1200 cantunyas
6. | Impurities / IIpumecn
i. | Impurity C/ Not detected / He oGHapyxena Not more than 0.50 % /
[Mpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He oGHapyxena Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %
iii. | Any other impurity / 0.05% Not more than 0.50 % /
Jlrobas gpyras npumech He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Tponykr cooTBeTcTBYET Tpebopanusm HJI 3akmwouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Santosh Kumar ITposepeno: Payan Kumar Ono6peno: Menemxkep / Pykosoayrens
Maurya % - /f‘ﬁ Manoj Kumar A I ig
e :
Reprint Date / Reprint Date / / Reprint Date /
Hara: 24.07.2024 Hara: 24.07.2024 Jara: 24.07.2024

Registered Crfice: 38-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4960 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85 195AP1584PLC0D24507
wwvdrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.2,, 173 205, IND{A
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUPUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tponyxr: Haiizs® AxTupresns (HuMecymin) renb inf Hapy:kHoro npumenenns, 1 %, 50 r

Market / Poihok : Russia / Poccus

Batch No. / . Batch Quantity / . 23376 units /

Cepusi Ne ¢ V240496 Pasmep cepuu " 23376 enuuul
Analytical Repovrt No./ ' 040002600036 Date of Analysis / . 24.07.2024
AHaJanTHyecknii oTyeT No Jdata aHaausa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JlaTa npon3BoACTBA T'open a0

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PI™-RU)

JauueHsns Ne

Analysis performed according ND / Ananu3 nposeaen no H: JIII-Ne(001336)-(PI'-RU)-251022

iv. | Total impurities /
CymMa npumecei

0.1%

Page3 of 6/ Ctp. 3 m3 6

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity* / MuxpoonoJiorayeckas Yucrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O6111ee YKCiI0 a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHM3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g  /
mould count / Ob1ee yucio He 6onee 10 KOE/r
JPOMOKEBBIX Y TUNIECHEBBIX
rpuboB
i, | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrcrBue B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/

OtcyrctBUe B 1 1

8. | Assay/KoauyecTBeHHOe onpeaesieHHe

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykrt coorBeTcTBYeT Tpeboanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoarororneno: Santosh Kumar /23,
Maurya

Checked by /
[Iposepeno: Pawan Kumar

P

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykosoanuTesb

Manoj Kumar
[ L

Reprint Date /
Hara: 24.07.2024

Reprint Date //
Hara: 24.07.2024

Reprint Date /
Jlata: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Ernail: meii@drreddys.com

CIN: L85 195AP1964PLCODA507
wvaw.drredays.com




Dr.Reddy’s €3¢

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
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
ITpoaykr: Haiiz® AkTHBrenb (HUMeCY/IUA) refib Ul Hapy>KHOro npuMeHenus, 1 %, 50 r

Market / Pbinok : Russia / Poccus

Batch No. / - V240496 Batch Quantity / . 23376 units /

Cepusi N ) Pasmep cepuu " 23376 enunun
Analytical Repo_rt No. / ' . 040002600036 Date of Analysis / . 24.07.2024
AHAJTUTHYECKUI 0TYeT Ne JaTa aHanu3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTa npousBoacTBa T'oxen no

Mfg. License No. /

ITpouzBoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI-RU)
JiMueH3na Ne

Analysis performed according ND / Anaju3s nposened mo HJ/: JIII-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ Ctp. 413 6

Nimesulide /
Humecynun

9.97 mg/9.97 mMr 9.0 mg to 11.0 mg of Ci3H12N205S
(99.7 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gof gel /

Ot 9,0 mr 1o 11,0 Mr C;3Hi2N20sS

(aumecynun) (ot 90,0 % 10 110,0 % or

HOMHWHAJIBHOT'O conepxaﬂm) B 1 r rens

9. | Dimethyl sulfoxide /
Jdumernncynbdoxen

100.1 % 90% to 110% of C2HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % 10 110 % C2HsOS
(aumeTuncynbGoKcHI) OT
HOMHHAJILHOTO COZIepKaHHs

10. |[Package / YnaxoBka

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
JIAMMHHUPOBAHHOTO AJTIOMHHMSA, CHa0XXEeHHYI0 MeMOpaHOW il KOHTpOIs
NepBOro BCKpbITHA. Kaxnyro TyOy BMeCTe ¢ MHCTPYKLIHEH 10 MEAMLIMHCKOMY
NPUMEHEHHIO MOMEIIAIOT B MAYKy 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.

*Iloka3aTesib MOKET OTCYTCTBOBATDH B cepTHUKATE aHAIN3A npou3BoauTeis. [Ipouzsogurens
rapasTHpyeT Ka4yecTBO Npenapara no 3THM NOKA3aTeJsIM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIponykr coorBercTByeT TpeboBanusam HJJ 3akmouyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Togrorosneno: Santosh Kuma IIpoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykooaurens
Maurya @, Manoj Kumar .

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.07.2024 Jara: 24.07.2024 Jlara: 24.07.2024

Registered Crfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 496C 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com

CIN: L85195AP19S4PLC0OD4507
wwydrreddys,.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Ilpoayxr: Haiizs® AxTHBrens (HUMeCyau) renb I HapyKHOro npuMeHenusd, 1 %, 50 r

Market / PpiHok : Russia / Poccus

Batch No. / . V240496 Batch Quantity / . 23376 units /

Cepusi Ne Pasmep cepuu 23376 equHuL
Analytical RepO}’t No./ - . 040002600036 lzate of Analysis / . 24.07.2024
AHAJIMTHYECKH I OTUYeT N2 JlaTa aHajiusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Jara npousBoacTsa I'onen oo

Mfg. License No. /

IIpouzBoacTBeHHasN : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)

JuueH3us Ne

Analysis performed according ND / Ananu3s nposeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 50f 6/ Crp. 5u3 6

API name (INN) / HaumenoBanue APC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

Ipoussoautens APC, crpana:

Homep cepun nponzpoanteisa APC: NMS/13121242

FP Manufacturer API Batch number /

Homep cepuu cybcranuun FERA00269
npousBoauTens I JidP:

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

Aaptu Jlparc Jlta., Uuaus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBaHue, aagpec H HOMep
JIHUEH3HH TUIOMIAKH,

ocyluecTBASI IOMIEeH
MPOU3BOACTBO/KOHTPOJIH
kayecrBa/Bbiyck I'JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Penowu’c JlaGoparopuc JIta., Unaus,
IIpouseoactTBeHHOe noapazaenenue-6, Bunnamk Kxone,
Hanarapx Poyn, bagau, Conan qucrpuxrt, X.I1. 173205,
Wnnus (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

Remarks : The Product conforms to ND/

Ilpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBaHmsaM HJI

Conclusion : APPROVED /
3akmwuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogroroeneno: Santosh Kumar @' IIpoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykoroaures
Maurya AL Manoj Kumar &Q&‘i—ﬂd

{
Reprint Date / Reprint Date / : Reprint Date /
Jara: 24.07.2024 Jara: 24.07.2024 Hara: 24.07.2024

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

Tel: +91 43 4960 2900, Fax: +51 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1884PLCOJ4507
wwhw drreddys.com




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

$o
Dr. Reddy’s ".. Vill. Khol, Nalagarh Road, Baddi
. Distt. Solan, H.P., 173 205, IND]A
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiis® Axrusresns (HUMeCyJMA) Tenb JUIs HapyXHOro npuMeHennd, 1 %, 50 ¢
Market / PoiHok : Russia / Poccust
Batch No. / . Batch Quantity / . 23376 units /
Cepust Ne + V240496 Pasmep cepum 23376 enunun
Analytical Report No. / . 040002600036 Date of Analysis / . 24.07.2024
AHATUTHYECKH T OT4YeT Ne Hara ananusa
Date of Manufacture / . 07/2024 Date of Expiry/ . 06/2026
JlaTa npousBoacTBa T'open ao
Mfg. License No. /
[IpousBoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ust Ne
Analysis performed according ND / Ananu3 nposenen no H/I: JITI-Ne(001336)-(PT-RU)-251022

Page 6 of 6/ CTp. 6 u3 6

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3akiroueHne 0 cooTBeTcTBUH: «HacTosImmM 1 MOATBEPXKAAI0, YTO IPHBEACHHAS BBIIIE HHOOPMAIHS SBILICTCS
JOCTOBEPHOH M TOYHOH. DTa cepus NMPOAYKIMH MPOM3BeIeHa (BKIIOYAs YNAaKOBKY (MapKHPOBKY) M KOHTPOIb
Ka4decTBa) Ha BBHICYKA3aHHOH IPOM3BOJACTBEHHON ILIoINanKe (IUIOMIA[KaX) B IIOJHOM COOTBETCTBHH C
TpeboBanusiMu [IpaBuiT HaUIeXXaIleil MPOU3BOACTBEHHOM IpakTHKH EBpa3uiickoro sKOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) u TpeOOBaHUSIMH KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX
CPEJNICTB, & TaKXXe B COOTBETCTBHH CO CHEIH(UKAIMSIMH, COACPIKAIMUMUCS B PETUCTPAIIMOHHOM J0CHE CTPaHbI-
UMITOpTepa. 3aliCH MO IPOU3BOJCTBY, YIIAaKOBKE M aHANU3y MNPOBEPEHBI, U YCTAHOBJICHO HUX COOTBETCTBHE
TpeGoBaHusaM [IpaBun Hajexammeld MpoOU3BOICTBEHHOHN NIpakTHKH EBpa3suiicKoro 3KOHOMHYECKOTO COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanne: [Tpoaykr cooTBeTcTBYeT TpeboranusM HJ{ 3axmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Santosh Kumar @ ITporepeno: Pawan Kumar OnobpeHo: Menemxkep / Pykosoguresns
Maurya L ﬁ Manoj Kumar 7~ w’ﬁ”
Reprint Date / Reprint Date/ Reprint Date /

Hara: 24.07.2024 Hara: 24.07.2024 JlaTa: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4960 2900, Fax: =91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85135AP1954PLCO04507
vy drreddys.com




