Dr. Réddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUNKAT AHAJIM3A

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
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Ipoaykr: Haii3® AkTUBresb (HUIMECYNUA) reflb AJsl HApYXHOro npuMeHeHus, 1 %, 100 r

Market / Puinok : Russia / Poccust

Batch No. / . V240135 Batch Quantity / _ 11744.000 units /

Cepus No ) Pazmep cepuu " 11744.000 eguHuL
Analytical Report No./ . 040002471361 Date of Analysis / . 31.03.2024
AHanuTnyeckmii oTyer No JlaTa anasinza

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npousBoacTBa I'open oo

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueHsus Ne

Analysis performed according ND / Anasu3s nposeaen mo HJL: JITT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JIII-Ne(001336)-(PI'-RU) ot 25.10.2022

Page 1 of 6/ Ctp.1u3 6

No /

e Test / IlokazaTesnb Result / Pesyabrar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OmHOPOIHBIH NPO3payHbIH rejb OnHOpPOIHBIA TMPO3pauHBId  reinb  OT
OJeIHO-KeNTOro LBETA C GeclBETHOrO 10 OJETHO-KENITOro LIBEeTa
XapaKTePHBIM 3a11axoM C XapaKTepHBIM 3a11axoM

2. Identification / UnenTudnranus

a) HPLC / BOXKX

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 ynep:kuBaHUA
OCHOBHOIO IHKa Ha XpomarorpaMmme

UCTIBITYEMOTO  PacTBOpa  JOJDKHO
COOTBETCTBOBATH BpPEMEHHU
yAep>KHBaHUA OCHOBHOTO MHWKAa Ha
Xpomarorpamme pacTBoOpa
cTaHAapTHOro obpasua HMMeCYnuaa
(pa3men «Konn4ecTBeHHOE
OTpeIETICHHE)

Remarks : The Product conforms to ND/

IIpumeuanne: Ilponyxr coorseTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

Hozrorosneno: Ambresh Kumar ITpoBepeno: Santosh Kumar Ono6peHo: Menemiep / PyxoBoautenb
Gﬁ? =~ Maurya (I., Amit Kumar [\ _ e

Reprint Date / Reprint Date / Reprint Date /'

Jara: 31.03.2024 Jara: 31.03.2024 Jara: 31.03.2024

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Hait3® AKTHBrens (HHMECYITHI) TeJlb 1T HApY:KHOTro npuMerenns, 1 %, 100 ¢

Market / PoiHOK : Russia / Poccust
|
Batch No. / . V240135 Batch Quantity / . 11744.000 units /
Cepust Ne ) Pasmep cepun © 11744.000 envnuil
Analytical Repovrt No./ . 040002471361 Date of Analysis / . 31.03.2024
| AnasuTnyeckui oryer Ne Jata ananusa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026
JaTa npou3BOACTBA I'onex g0
Mfg. License No. /
IlpousponcTBEeHHASA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ust Ne

JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Analysis performed according ND / Auanu3 nposeaen no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page2 of 6/ Ctp. 23 6

b) UV spectrophotometry / Y-
criekTpodoTo METpHA

Complies as prescribed
CooTBeTCcTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnektp
NOMJIOLIEHUsT MCIIBITYEMOTO  pacTBOpa
JOJDKEH UMETh MaKCHMYM TOIJIOIIEHHUS
npu 397+5 HM

3. | Weight of package contents /

101g/101r

According to Rus. Ph. / B cooTBercTBUH

Macca coaepKuMoro ¢ Tpebopanusmu 'O PO
YOAKOBKH
4. pH 32 25t04.5/01r2,5104,5

5. Viscosity / Baskoctb

949.8 centipoise /
949.8 canrumnyas

400 to 1,200 centipoise /
Ot 400 no 1200 canTHmyas

6. | Impurities / Ilpumecu

1. Impurity C/
IIpumecs C

ii. | Impurity D/
IMpumecs D

iii. | Any other impurity /

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.03 %) /

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

Not more than 0.50 % /
He 6o0nee 0,50 %

Not more than 0.50 %/

Ipumeuanne: [Ipoaykr cootBercTByeT Tpebopanuam HJI

JIrobas gpyras npuMech Huke npeena KoMudecTBeHHoro | 1€ 6onee 0,50 %
onpenenenus (ITIKO =0.03 %)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akawuenne: OJJOBPEHO

Prepared by / Checked by /

IMToarorosneHo: Ambreshglr

Maurya

[IpoBepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosoauTenb
Amit Kumar W o

e

Reprint Date /
Jara: 31.03.2024

Reprint Date /
Jlara: 31.03.2024

Reprint Date /
Jara: 31.03.2024

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: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
TNpoayxr: Hait3® AKTHBresnb (HUIMECYIU/) refib ANlsl HAPYKHOTO NpumMenenust, 1 %, 100 r

Market / Poinok : Russia / Poccus

[Batch No. / . V240135 Batch Quantity / . 11744.000 units /

Cepust Ne ) Pazmep cepun " 11744.000 equsnn
Analytical Repovrt No./ . 040002471361 Date of Analysis / . 31.03.2024
AHaanTnyecknii oryer No JlaTa ananunsa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npousBoacTBa I'onen no

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Juuensus Ne

Analysis performed according ND / Ananus nposeaen no HJ/I: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI"-RU) or 25.10.2022

Page30of 6/Ctp.3u3 6
iv. | Total impurities / 0.04 % Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %
7. | Microbial purity* / Muxpo6uosioruyeckass 4ucTora*
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ee Yucno a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpPraHU3MOB
ii. | Total Combined Yeast and NA Not  more than 10 CFU/g
mould count / O61ee umcno He 6onee 10 KOE/r
JPOMOKEBBIX M TTECHEBHIX
rpubos
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrctBHE B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBHEe B 1 T
8. | Assay/KoanuecTseHHOe onpeaesieHue

Remarks : The Product conforms to ND/
Ipumveuanue: [IpoaykT cooTreTcTBYET Tpeboranusam HJI

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by / Checked by /

[Moarorosneno: Ambresh Kumar

Y Maurya 6

————

IpoBepeHo: Santosh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBogutens

Amit Kumar <
- _..:_:———..,_,_,—-—

Reprint Date / Reprint Date /
Hara: 31.03.2024 Hara: 31.03.2024

Reprint Date /
Jara: 31.03.2024

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: L85195AP1984PLCO04507

www.drreddys.com




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

‘ ‘ @ o
Dr. Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoayxr: Haiiz® Aktusrens (HUMECYNHA) reb AJIs HAPYXKHOro npuMeneHus, 1 %, 100 r
Market / Poinok : Russia / Poccus
Batch No. / . V240135 Batch Quantity / . 11744.000 units /
Cepusi Ne ) Pazmep cepun * 11744.000 eguHu1y
Analytical Report No./ . 040002471361 Date of Analysis/ . 31.03.2024
AHaJUTHYECKHIi 0TUeT No Jara anaausa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026
JlaTa npousBoacTea T'open no
Mifg. License No. /
IIponspoacTeeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIMueH3us1 Ne
Analysis performed according ND / Ananus npogeaen mo HJ/I: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT'-RU) ot 25.10.2022

Page4 0f 6/ CTp. 413 6
Nimesulide / 9.78 mg/ 9.78 mr 9.0 mg to 11.0 mg of C13H12N>0sS
Humecynnn (97.8 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /

Or 9,0 MI 1O 11,0 mr C13H12NOsS
(aumecynun) (ot 90,0 % mo 110,0 % ot
HOMHHAJILHOTO coiep)kanus) B 1 T rens

9. |Dimethyl sulfoxide / 102.1 % 90% to 110% of C,HesOS (dimethyl
JumMerniacyabpokcua sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(nuMeTuncynbHoOKCUA) OT
HOMHWHAJIBHOT'O COACPIKaHHUS

10. |Package/ YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / I[To 100 r B TYOy u3
NaMUHUPOBAHHOIO AJIOMMHHMS, CHaGXEHHYIO MEeMOpaHOM sl KOHTpPOJISL
IEPBOro BCKPbITHsL. Kaxayio TyDy BMecTe ¢ MHCTPYKUHEH 0 MEAHIHUHCKOMY
TIPUMEHEHHIO TIOMEWIAIOT 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.

*IloxazaTesib MOKET OTCYTCTBOBATH B cepTHQHKATE aHAIH3a NpousBoauTes. [IpoussoanTenn
rapaHTHpYeT Ka4yecTBO MPenapara 1o 3THM NoKa3aTeNsAM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTeeTcTBYET TpeboBanusam HJT 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosneno: Ambresh& [Iporepeno: Santosh Kumar Onob6peno: Menemxkep / PykoBoaurens
~N N Maurya YA Amit Kumar .

0 s & J/&-M__'_‘___..---"'
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.03.2024 Jara: 31.03.2024 Hara: 31.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

www.drreddys.com

CEPTHO®UKAT AHAJIIT3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Ipoaykr: Haii3® AKTHBrensb (HUMECYIHA) reflb g Hapy/KHOro npumenenns, 1 %, 100 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V240135 Batch Quantity / . 11744.000 units /

Cepus Ne ) Pa3mep cepau © 11744.000 enuHKL
Analytical Repo\}‘t No. / . 040002471361 Date of Analysis / . 31.03.2024
Ananuruueckuii oTyer Ne JlaTa ananu3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npon3soacTsaa T'ogen no

Mfg. License No. /

IIpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Jiuensns Ne

JIN-Ne(001336)-(PT-RU) ot 25.10.2022

Analysis performed according ND / Auanus nposesen no H: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

Page Sof 6/ Crp.5u3 6

API name (INN) / HaumenoBanue A®C
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

Ipoussonnteas APC, crpana:

Homep cepun nponssoautenas APC: NNI/18020880

FP Manufacturer API Batch number /

Homep cepnu cyOcTaHIHM FERAQ0081
npousBogures I'JIP:

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

Aaptu [parc JIta., Maams

Nume, address, authorlzatlon Nu fur
FP manufacturing site / Control site /
Release site /

HaumenoBaHHe, apec H HOMep
JINIEH3NH IO AAKY,
OCYL{ECTBISIOLICH
NpPOU3BOACTBO/KOHTPOIb
xauecTBa/Bhinyck I'JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennu’c Jlaboparopuc Jita., Munus,
TIpousBozicTBEHHOE MoApa3aeneHue-6, Bunnamk Kxons,
Hanarapx Poya, Bagan, Conan Jlucrpukr, X.I1. 173205,
Unpns (Jluuensus Ne MNB/05/263)

Declaration of certification: «I hereby certify

full compliance with the GMP requirements of

Authorization dossier of the importing country.

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
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
Production, packaging and (esting records are verified and their

compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

Remarks : The Product conforms to ND/

Mpumeuanne: [TpoaykT coorsercTryet TpeboBanusM HJI

Conclusion : APPROVED /
Zakmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: Amw ITposepeno: Santosh Kumar Ono6peno: Menemkep / PykoBonuresb
~\ Maurya Amit Kumar CA—
n B ( NG }
Reprint Date / Reprint Date / Reprint Date/
Hara: 31.03.2024 Jara: 31.03.2024 Jara: 31.03.2024

Registered Office: 8-2-337, Ro

ad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04A507
www.drreddys.com




‘ ®e Dr. Reddy's Laboratories Ltd.
. ’ [ Formulation Unit-6
Dr. Red dy S ‘p. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Tpoaykr: Haii3® Akrisrens (HUMECYIUN) resp Ajs HAPYXKHOTo npuMeHeHus, 1 %, 100 ¢

Market / PuiHok : Russia / Poccus

Batch No. / . V240135 Batch Quantity / . 11744.000 units /

Cepusi No ) Paszmep cepun " 11744.000 enuHUIL
Analytical Repovrt No./ . 040002471361 Date of Analysis/ . 31.03.2024
Ananutnyecknii oryer Ne Jata avaausa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JaTta npou3BoACTBA I'ogen no

Mfg. License No. /

IlpousgoacTeeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3us No

Analysis performed according ND / Anasiu3 nposenen no HJ: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JINI-Ne(001336)-(PI'-RU) or 25.10.2022

Page 6 of 6 / CTp. 6 13 6

3aK/049enne 0 cOOTBeTCTBHM: «HacTOAmUM 5 MOATBEPKIAI0, YTO IPUBEACHHAS BhIlIe HHYOPMALUS IBIIAETCA
JIOCTOBEPHOM M TOYHOM. DTa CcepHs MPOAYKIMH IPOU3BEIEHA (BKIIOYAs YNAKOBKY (MApKMPOBKY) W KOHTDOJb
KauyecTBa) Ha BBHINIEYKA3AHHOM IIPOM3BOJCTBEHHOM IUIOIAJKe (IUIOMAAKaX) B IIOJHOM COOTBETCTBHH C
TpeboBanusamu [IpaBuI HamIeXKaniel POU3BOACTBEHHOM NPaKTUKU EBpasuilcKoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsaops 2022) u TpeOOBaHUSMH KOHTPOISA Ka4yeCTBa JICKAPCTBEHHBIX
CPENCTB, a TAK)Xe B COOTBETCTBHU CO CTHEIUMHKALMIMHU, COAEPKAIMMHUCA B PETHCTPALHOHHOM J0ChE CTPaHBbI-
UMIIOpTEpa. 3alHCH MO NIPOM3BOJACTBY, YIAKOBKE M AHAIX3Y IIPOBEPEHBI, H YCTAHOBIEHO HX COOTBETCTBHE
Tpebosanuam [IpaBuil HayIexaIei Ipou3BOICTBEHHON IPAaKTUKU EBpa3suiicKoro 5SKOHOMHUYIECKOrO COr03ay.

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

IIpumeuanne: IIpoaykT cooTeeTcTBYET Tpebobanusm HJI 3axawuenne: OJJOBPEHO

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

IToaroToBneHO: Ambreshgéumar IMpoeepeno: Santosh Kumar OnobpeHo: Menemxkep / Pykosoaurens

~N—— Maurya Amit Kumar ce—

G @ —

Reprint Date / Reprint Date / Reprint Date/

Jara: 31.03.2024 Jlarta: 31.03.2024 Jlata: 31.03.2024

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: LB5195AP1984PLC0O04507
www.drreddys.com



