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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid,
Formulation Unit-b

Vil ihol, Nalagarih Road, Badey,
Diste. Solan, H.F, 173 205, INDA

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoayxr: Haiis® AkTuBrenb (HUMecynua) reib Al HApYKHOro npumenenns, 1 %, 100 ¢

Market / Poinok

: Russia / Poccust

Batch No. / . V240869 Batch Quantity / . 11648.00 units /
Cepus Ne ’ Pa3smep cepuu ' 11648.00en1HULL
Analytical Repovrt No. / - 040002777015 Date of Analysis / . 30.12.2024
AHanuTndyeckuii oTuer Ne Jata anaansa

Date of Manufacture / . 122024 Date of Expiry/ . 11/2026

JlaTa npou3BoAcTBa

T"ogen oo

Mfg. License No. /
ITpouseoncTBeHHas
JuueH3nsa Ne

: MNB/05/263

MA number: / Homep PY

: JI[1-Ne(001336)-(PT-RU)

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

Page 1 of 5/Ctp. 1u35

No/

Test / Iloka3zaTenn
Ne

Result / PesyabTar

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpHoponHbli  Mpo3pauHblii  relb
6J1eHO->KENTOro uBeTa c
XapaKTepPHbIM 3aM1axoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpOAHBIA TpPO3payHbId  Treib  OT
6ecUBETHOrO A0 OJIEAHO-KEITOro BeTa
C XapaKTepHBIM 3aI1axoM

2. Identification / MnenTngukanus

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 ynepxupaHus
OCHOBHOTO IMHKa Ha XpoMaTorpamme

HCIBITYEMOrO  PacTBOpa JIOJDKHO
COOTBETCTBOBATh BpEeMEHHU
yOep»KUBaHWsi OCHOBHOTO IHMKa Ha
XpoMaTorpaMmme pacTBopa
cTaHpapTHoro obpasua HHUMeCYIMaa
(pazmen «KonudectBennoe
orpeneseHue»)

Remarks : The Product conforms to ND/

Ipumeyanue: ITpoayKT COOTBETCTBYET Tpeboranusam HJJ

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Santosh Kumar
Maurya

9]
A —

Checked by /
[Ipoeepeno: Pawan Kumar

X

Approved by: Manager/Executive /

Onobpeno: Menemiep / Pykosoaurens

Pavan Kumar Sharma . ___—
L=

Reprint Date /
JlaTa: 30.12.2024

Reprint Date /
Hara: 30.12.2024

/

Reprint Date /
Hara: 30.12.2024

Resistered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hydera

had - 500024, Telanzana, india

Tel: 91 40 4500 2900, Fax: +91 40 4900 2099, Email: mail@drieddys.com
Clp): L35 155AP12E8FLCO04507

wwedrreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUHOPUKAT AHAJIM3A

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

vill whol, carh Road, Baddi,
Disti, Solan, F.P, 175 205, INDiA

GRS SEO0T-02

—_— Lo

v diredd Y5000

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hponykr: Haiis® AkruBrens (HUMeCyIn]) Teib Ul HAPYKHOrO NpuMeHeHHs, 1 %, 100 r

Market / Peinok : Russia / Pocenst

Batch No. / . V240869 Batch Quantity / . 11648.00 units /

Cepus Ne ) Paimep cepun " 11648.00eaunnL
Analytical Repovrt No./ . 040002777015 Date of Analysis / . 30.12.2024
AHanuTH4YecKHii oryer No JlaTa aHayu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npoHU3BOACTBA T'opeH g0

Mfg. License No. /

ITpouszBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI-RU)
JiMueH3ust N

Analysis performed according ND / Ananus nposeaen no HJ: JI1-Ne(001336)-(PI° -RU)-251022

Page2 of 5/Ctp. 213 5

b)UV spec_trcﬁlatometry /
Yd-cnektpodoro MeTpus

Complies as prescribed
CooTBeTCTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnektp
MOMJIOWEHHS HCNBITYeMOIO  pacTBOpa
JIOJDKEH UMETh MaKCHMYM IMOIJIOIEHUS
ripu 397+5 um

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBetrcTBHM
Macca coaepKHMOIo ¢ Tpebosanusmu ['® PO
YNAKOBKH

4. | pH 33 25t04.5/0T12,5104,5

5. | Viscosity / BaskocTn

984.1 centipoise /
984.1 cantunyas

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

6. | Impurities / IIpumecn

i. | Impurity C/

Not detected / He oOHapyxena

Not more than 0.50 % /

[Tpumecs C He 6onee 0,50 %

ii. | Impurity D/ a/ Not more than 0.50 % /
Ipivecs D Not detected / He oOHapyxeHa He Gonee 0,50 %

iil. | Any other impurity / Not more than 0.50 % /
Jrobas npyras npumech 0.03 % He 6onee 0,50 %

iv. | Total impurities / Not more than 1.50 % /
Cymma npuMecei 0.07% He 6onee 1,50 %

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

Ipumeuanue: [Ipoaykr coorBercTByeT TpeboBanusam HJI

3akmwuenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Santosh Kumar
Maurya :%__

Checked by /
[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Meunemxep / Py KOBOJHTEIb

Pavan Kumar Sharma e ni®

\_~

—

Reprint Date /
Jara: 30.12.2024

Reprint Date / '

Jara: 30.12.2024

P

Reprint Date /
Hara: 30.12.2024

Resistarad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: 97 0 4900 2800, Fax: +91 40 5300 2999, Email: maii@

CIN: L25195AF19&41F.LLQUS50
www.drreddys.com

drreddys.com

-
/




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

'Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Tlponykr: Haii3® AKTHBreb (HUIMECYIHT) reNlb 114 HAPYIKHOTO NMpUMEHeHUs, 1 %, 100 r

Market / PbiHOK

: Russia / Poccus

Batch No. / . V240869 Batch Quantity / . 11648.00 units /

Cepusi Ne ) Pasmep cepun " 11648.00en1Hun
Analytical RepO“rt No./ . 040002777015 Date of Analysis / . 30.12.2024
AHanuTHyeckHii oTuer Ne JlaTa aHanusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npou3BoacTBa I'onen po

Mfg. License No. /

IlpouzBoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)
anuensus Ne

Analysis performed according ND / Ananus nposejey no H: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 5/ Crp.3u3 5

7. | Microbial purity* / Mukpo0Ho0rnyeckas 44croTa™

OtcytctBUE B I T

i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g/
/ O611iee Yncio aspoOHbIX He 6oee 100 KOE/r
MHMKpPOOPTraHH3MOB
ii. | Total Combined Yeast and NA Not  more  than 10CFU/g /
mould count / O61ee qucno He Gonee 10 KOE/r
JPOXOIKEBBIX U TIIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcytcTBue B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/

8. | Assay/ KonnuyecTBeHHOE oNpefe/IeHHe

Nimesulide /
Humecynun

9.91 mg/9.91 mr
(99.1 %)

9.0 mg to 11.0 mg of C13H12N205S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 Mr no 11,0 mr Ci3Hi2N205S
(unmecynum) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOTO co/iepaHus) B 1 r reng

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tpoaykr coorseTcTBYeT TpeboBanusaM HJ

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /

IMoarorosneno: Santosh Kumar
@\L—

Maurya

Checked by /
IIporepeHo: Pawan Kumar

;g_/_

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauTE b

Pavan Kumar Sharma z

AN

S

Reprint Date /
Jara: 30.12.2024

Reprint Date / ’

Jara: 30.12.2024

Reprint Date /
JMara: 30.12.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mponykr: Haiis® AxTusrens (HUMecysiil) reab 1us HapyKHOTo npumenenis, 1 %, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / - V240869 Batch Quantity / . 11648.00 units /

Cepus Ne i Pasmep cepun * 11648.00eannu
Analytical Repourt No. / . 040002777015 Date of Analysis / . 30.12.2024
AHanuTHyecknii oryer No JlaTa ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 1172026

JlaTa npon3BoaCTRa T'ogeH oo

Mfg. License No. /

IIponsBoacTeenHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JnueH3us Ne

Analysis performed according ND / Ananus nposenen no HA: JII-Ne(001336)-(PT-RU)-251022
Page4 of 5/Crp. 4u3 5

9. [Dimethyl sulfoxide / 101.4 % 90% to 110% of C2HsOS (dimethyl
JuameTniicyibpoKkcHn sulfoxide) of label claim /
Ot 90 % no 110 % CHesOS

(aumetuncynsdokcun) ot
HOMUHAJIBHOTO COAepKaHHA

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. / Ilo 100 r B TYGy u3
JIAMHHHPOBAHHOTO AJIOMHMHHMS, CHaGXKEHHYI0 MEMOpaHOH /i  KOHTpOJs
nepBoro BCkpoiTHs. Kaxayro TyGy BMeCTe ¢ MHCTPYKLMEH N0 MEAMUHHCKOMY
NPUMCHEHMIO MOMEIAIOT B [a4Ky 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.

*loxka3aTe]ab MOMKET OTCYTCTBOBATH B cepTH(UKATe aHANH3a NpousBoauTens. [IpoussoauTtenn
rapaHTHPYeT Ka4yecTBO IpenapaTa Mo 3THM MOKa3aTeIsiM.

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

API manufacturer batch number / NMS/14100706
Homep cepnn npounssoantens ADC:

Nimesulide / Humecymin

FP Manufacturer API Batch number /

Homep cepHH cyOCTAHIIMH NPOH3BOAHTEIS FERAO00635

TJI®:

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

Ilpouzsoaurens A®C, crpana: Aapru lparc Jta., Mapms

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

IIpumeuanue: IIpoaykT cooTeTcTBYET Tpeboanusam HJL 3akawuenne: OJOBPEHO

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

IMoaroroeneno: Santosh Kumar Iposepeno: Pawan Kumar Ono6peno: Menemxkep / Pykosoautenb

Maurya Q\ Ai( Pavan Kumar Sharma lf ::_/"/
2 —

Reprint Date / Reprint Date / ' Reprint Date /

Hara: 30.12.2024 . Hara: 30.12.2024 MJara: 30.12.2024
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Dr.Reddy’s e
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haiis® AxTuBrens (HUMECYIHA) refb Al HAPYKHOrO NIPUMEHCHHS, 1%,100r

Market / PoiHOK : Russia / Poccus

Batch No. / . V240869 Batch Quantity / . 11648.00 units /

Cepus Ne i Pazmep cepun * 11648.00eavHuIl
Analytical Repo:’t No. / . 040002777015 Date of Analysis / . 30.12.2024
AHanuTHYeCKHH oTueT No Hara ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npou3BoACTBa T'oneH g0

Mifg. License No. /

ITpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JULEeH3Ust No

Analysis performed according ND / Ananus nposenen no HJ: JITI-Na(001336)-(PT-RU)-251022
PageS5of5/Crp. 5u3 5

Name, addrfass, a.uthorlzatlon 1.\10 for FP. Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
E;:g::zﬁazge;uii,ﬂ:]:l:x;p uers J-p Penau’c JlaGoparopuc JIta., Mnaus, [IponssoacreeHHoe

) 0¢Y nozapasaenenne-6, Bunnamk Kxons, Hanarapx Poyn, banau,
MPOUIBOJCTBO/KONTPON, KAUECTBA/BEINYCI Conan ucrpuxr, X.I1. 173205, Unaua (JIuuensusa Ne
LI/ 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».

3akJ/o4enne 0 coorBeTcTBHH: «HacToAIMM g NOATBEPKIA0, YTO MPHBEACHHAs BBIIIE HHPOPMAIUS ABIISICTCA
JIOCTOBEPHON H TOUHOH. DTa cepus MPOAYKIMH IIPOH3BEeHa (BKIIOYAs YHAKOBKY (MapKHPOBKY) M KOHTPOIb
KadecTBa) HA BBINIEYKA3aHHOM MPOH3BOACTBEHHOM IUIOIMAAKe (IIOMIAAKaX) B MOJHOM COOTBETCTBHH C
TpeGoBanmsiME 1IpaBIT HajUTeamieHi TPOU3BOICTBEHHOM IpakTHky EBpasuiickoro sxoHoMudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeOOBaHMAMH KOHTPOJIs Ka4yeCTBa JICKAPCTBEHHBIX
CPEsICTB, @ TAKXKE B COOTBETCTBHH CO CIICHM(HKAIUAMH, COAEPKAMNMHUCS B PETUCTPAMOHHOM JI0CKE CTPAHBI-
AMIIOpTepa. 3alyCH [0 IIPOM3BOACTBY, YHAKOBKE M aHANM3y NPOBEPCHBI, W YCTAHOBJIECHO HX COOTBETCTBUC
TpeboBanuaM [IpaBit HauIeKalel IPOU3BOACTBEHHOM TPaKTUKH EBpasuiiCKoro SKOHOMUYECKOTO CO03a».

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

Ipumeuanue: [IpoaykT cooTBeTCTBYET Tpebopanusam HJ 3akmouenne: OJJOBPEHO

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

IMoarorosneno: Santosh Kumar [Tposepeno: Pawan Kumar Onobpeno: Menemkep / Pykoponurents

Maurya ﬁ f_ Pavan Kumar Sharma P A
A ’L{:;'—':-""—'_ﬂf-

Reprint Date / Reprint Date / " Reprint Date /

Hara: 30.12.2024 Harta: 30.12.2024 Jara; 30.12.2024




