Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJMU3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoaykr: Hait3® Axrusrens (HUMeCyaun) refib sl HAPYKHOTO NpuMeHeHus, 1 %, 50 r

Market / Ppitok : Russia / Poccus

Batch No. / ] Batch Quantity / . 23,412 units /

Cepus Ne i Pazmep cepun * 23,412 epuHui
Analytical RePOft No./ . 040002642328 Date of Analysis / . 03.00.2024
AHasmuTu4eCkuii oryer Ne JlaTa anajnsa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

Jata npousBoacTBa I'ogen no

Mfg. License No. /

ITpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(P[-RU)
JIMLeH3us Ne

Analysis performed according ND / Anasnu3 nposeaex nmo HJ: JITI-Ne(001336)-(PI'-RU)-251022

Page1of 6/ Crp. 1 u3 6

yellow gel with characteristic odor /
OnHOpOaHBIA TNpO3payHbIil  refb
6J1e IHO-)KENITOTO LBETA c
XapaKTepHbIM 3aMaxoM

i‘? { Test / IlokazaTenn Result / Pesyabtar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OpHoponubli  Mpo3payHbli  refb  OT
GeciBETHOrO O OJIeHO-XKEITOro LBeTa
C XapaKTePHBIM 3araxoM

2. Identification / UnenTnduxanuns

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>kuBaHuUs
OCHOBHOTO ITHKa Ha XpoMmaTorpaMme

HCIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEeMEHH
yOep>KUBaHHS OCHOBHOTO TIIMKa Ha
XpoMaTorpamme pacTBOpa
craHaaptHoro ofpasua HHUMecCyMaa
(pazmen «KonuuecTeeHHOE
OTIpeIeNICHHE»)

Remarks : The Product conforms to ND/

IHpumeuanne: IIpoaykr coorsercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
Zaxaouenue: ONOBPEHO

Prepared by /
IToxarorosneHo: Rama Kant
-

o

Checked by /
[IpoeepeHo: Pardeep Kumar

-

—

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoautens
Amit Kumar

e

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2960, Fax: +91 40 4900 2999, Ernail: maii@drreddys.cam

CIN: L851S5AP1984PLCONA507
www.drreddys.com




Dr.Reddy'’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJINU3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxkr: Haitz® AxTuBrens (HHMECYIHL) reib s HAPYIKHOTO IPHMeHEeHHs, 1 %, 50r

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23,412 units /

Cepus Ne G Pazmep cepum 23,412 equHun
Analytical Repovrt No. / . 040002642328 Date of Analysis / . 03.09.2024
A"annTuueckuii oryer Ne JlaTa ananmnsa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npousBoicTBa Tonen no

Mfg. License No. /

I[IponspoacTBeHHAs : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
| IMIEH3UA No

Analysis performed according ND / Ananus nposenen no H/L: JIT1-Na(001336)-(PT-RU)-251022
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| No/
Ne

Test / IlokaszaTean

Result / PesyanTar

Specification / Hopma

b) UV spectrophotometry / Y-
cnekTpodoTo METpUs

Complies
CooTBeTCTBYET TpeOOBAHUAM

as

prescribed /

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnekrp
MOIJIOUMIEHHS HKCIIBITYEMOIo  pacTBOpa
JOKeH UMETh MaKCHUMYM MOTJIOLICHHU
mipu 397+5 HM

3. | Weight of package contents / Slg/Slr According to Rus. Ph. / B cooTBeTcTBHH
Macca coaep:KHMOro ¢ TpeboBanusamu ['O PO
YOAKOBKH

4. | pH 3.19 25t045/0t12,5104,5

5. | Viscosity / BaskocTh 971.6 centipoise / 400 to 1,200 centipoise /

971.6 caHTumya3 Ot 400 no 1200 cantunyas

6. | Impurities / IIpumecn

i. | Impurity C/ Not detected / He 06HapyxeHa Not more than 0.50 % /

ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He o6HapyxeHa Not more than 0.50 % /
ITpumece D He 6onee 0,50 %

Remarks : The Product conforms to ND/
Hpumeuanne: [IpoaykT coorBeTcTByeT TpebopaHusm HJI

Conclusion : APPROVED /
Zaxkawuenue: OJJOBPEHO

Prepared by /
IToarorornedo: Rama Kant

dot

Checked by /
[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: MeHnemxkep / PykoBoaureb
Amit Kumar & F

D il

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85185AP1984PLCO0A4507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel : +91 98166 56C01-02
www.drreddys.com

CEPTUD®UKAT AHAJIM3A

Product : N1se Activgel (nimesulide) gel for external use, 1 %, 50 g
Tponykr: Haiiz® Axtusresns (HUMecylIua) refib 1T HAPYXKHOTo NpuMeHeHus, 1 %, 50 r

Market / Po1tok

: Russia / Poccus

Juuensus Ne

Batch No. / . V240627 Batch Quantity / . 23,412 units /

Cepusa No ) Pazmep cepun © 23,412 epuHun
Analytical Repourt No./ . 040002642328 Date of Analysis / . 03.00.2024
AHanurHyeCkuii oTuer Ne JlaTa anajm3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTta npousBoacTBa I'oneH o

Mfg. License No. /

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

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

Page30f 6/ Ctp.3 136

i.‘? A Test / IlokazaTensn Result / PesyabTat Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jlrobas apyras npuMech He 6onee 0,50 %
iv. | Total impurities / 0.0346% Not more than 1.50 % /

CymmMa npumeceit He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uo1orniyeckasi 4ucToTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob11ee yuco a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHHU3MOB

ii. | Total Combined Yeast and NA Not  more than 10CFU/g  /
mould count / Obwee uucno He 6onee 10 KOE/r
JIPOMOKEBEIX M TJIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OrcytrctBUe B 1 T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBHe B I T

8. | Assay/KosimdecTBeHHOE OIIpe/eieHHe

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr cooTBeTcTByeT TpeboBaHusM HJT

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by /
ITonrorosneno: Rama Kant

Checked by /
[Mpoeepeno: Pardeep Kumar

o -

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens

Amit Kumar -
—

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.cam

CIN: L85195AP1984PLCO04A507
www.drreddys.com




Dr.Reddy’s Q’:’.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Nist Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiis® AkTHBrenb (HIMECYIII) renb 1 HapyKHOTO npuMeHenns, 1 %, 50 r

Market / Pb1Hok : Russia / Poccus

Batch No. / . Batch Quantity / . 23,412 units /

Cepus Ne RN Pa3mep cepun © 23,412 enuunn
Analytical RepOft No. / . 040002642328 Date of Analysis / . 03.09.2024
AHanuTH4yeCKnii oTyeT Ne JlaTa anajmsa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

Jata npouszBogcTBa I'ogen no

Mfg. License No. /

IIpouszBoacTBenHast : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PI'-RU)
JnLeH3us Ne

Analysis performed according ND / Awanu3s npoeeaen no HJ: JIIT-Ne(001336)-(PT"-RU)-251022

Paged of 6/ Ctp. 413 6

No/
Ne

Test / Iloka3zaTenn

Result / PezyabTaT

Specification / Hopma

Nimesulide /
Humecynun

9.85mg/9.85mr
(98.5 %)

9.0 mg to 11.0 mg of C13H12N2058
(nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3H12N20sS
(aumecynun) (ot 90,0 % 10 110,0 % ot
HOMMHAJILHOTrO cofiep>kaHus) B 1 r ress

9. |Dimethyl sulfoxide /
JdumernincynbporcHa

101.0 %

90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C:HesOS
(numeTHncynbdoKcHI) oT
HOMHHAJILHOTO COAEPIKaHUA

10. | Package / YnakoBKa

JIJaMHHHUPOBAHHOI'O aJIIOMHUHHA,

50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 50 r B TyOy u3

cHADXXEHHYI0 MeMOpaHOH [Ull KOHTPOJIA

nepeoro BCKpbiTHA. Kaxayio TyGy BMECTE ¢ HHCTPYKIIHEHR 110 MEIULUHCKOMY
MIPUMEHEHHIO NOMELIAl0T B aYKy 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.

*Tloka3aTe/ib MOKET OTCYTCTBOBATHL B cepTHQHKATE aHaIH3a nponsBoauTeas. lipoussogurenn
rapaHTHpyeT Ka4ecTBO NpenaparTa mo 3THM NOKa3aTeJsaM.

Remarks : The Product conforms to ND/
Ilpumeuanne: [IponykT cootseTcTBYET TpeboBanmsam H/

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Rama Kant

dolol

Checked by /
[posepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menekep / Pykosoaurenb

Amit Kumar ;’\ N
f,‘-_- L

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

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

Tel: +81 40 4500 2900, Fax: +41 40 4500 2998, Email
CIN: L85195AP1984PLCON4507
www.drreddys.com

:maii@drreddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

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

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

www.drreddvs.com

CEPTUDPHKAT AHAJIN3A

Product : N1ise Activgel (nimesulide) gel for external use, 1 %, 50 g

[Mpoaykr: Haiis® Axrusrenb (HUIMECYIU) Teb JUIS HAPYKHOTO NPUMEHEHH, 1 %, 50r

Market / Pu1tok : Russia / Poccus

Batch No. / ) Batch Quantity / . 23,412 units /
Cepus Ne NS Pazmep cepuu * 23,412 enuHuIl
Analytical RepOj‘t No. / . 040002642328 Date of Analysis / . 03.09.2024
AnajurTnyeCkuii oTuyer Ne Jara ananansa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npouzBoacTBa Togen no

Mfg. License No. /

IlpousBoacTBeHHAs1 : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JunueHsus Ne

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

Page Sof 6/ Ctp. 5u3 6

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

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepun npoussoautens ADC:

NMS/14060340

FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHH
npouzsoaurtesa I'JID:

FERA00369

API Manufactured by & country /
Ipouzsoauteas A®C, cTrpaHa:

Aarti Drugs Ltd., India /
Aaptu Iparc JIta., Unaus

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

Release site /
HanMeHoBaHHe, aipec H HOMEP
JIMIEH3HU ILUIOLIAAKH,

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennu’c Jlabopatopuc JIta., Muaus,
IpousBoaCTBEHHOE NoApasaeneHune-6, Bunnamk Kxons,
Hanarapx Poya, bagau, Conan Juctpukr, X.I1. 173205,

OCyIIecTBJA el
MPOHU3BOACTBO/KOHTPOIb
kavecTBa/BeInyck IJID /

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

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorsercTBYeT TpeboBaHUAM HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by /
IToaroroeneHo: Rama Kant r

Bloi

[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBogurens
Amit Kumar .‘i Rl

Il

\

N o

Reprint Date /
Jlata: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 49 4900 2900, Fax: +91 40 4300 2999, Email: maii@direddys.com
CIN: L85195AP1984PLCD04507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

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

Vili. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddvs.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® AkTuBrens (HUMECYIN) reNb i HAPYKHOTO npumenenus, 1 %, 50 r

Market / PoIHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23,412 units /

Cepusi No HPE00R Pa3mep cepHu " 23,412 epuHun
Analytical Report No./ . 040002642328 Date of Analysis / . 03.09.2024
AHanuTHyecknii oryer No JlaTa aHa/IM3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTta npou3BoaACcTBA TI'open go

Mfg. License No. /

IIpouzBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
auueHsus Ne

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

specifications in the Marketing Authorization dossier of the importing

£ 41

B e

COuIiry.

Page 6of 6/ CTp. 6 13 6
Production, packaging and

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic

Union is established».

3aKJI0YeHHe 0 COOTBeTCTBHH: «HacTOAIMM s OATBEPHKIAL0, YTO TIPHBEICHHAS BbIIE HHGOPMALHS ABJISETCA
IOCTOBEPHOH M TOYHOH. DTa CepHs MPOIYKLHMH HPOU3BeNeHa (BKIIOYAs YIAKOBKY (MApKMPOBKY) H KOHTPOIb
KauecTBa) HA BBIIIEYKAa3aHHOM IIPOM3BOJACTBEHHOH IUTOIIAanKe (IUIOMAnKax) B IIOJHOM COOTBETCTBUH C
TpeGoBaruamMu IlpaBun Hajexaledl IPOU3BOJCTBEHHON TIpaKTHKH EBpasuiickoro SKOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centssops 2022) u TpeOOBaHMAMH KOHTpOJIA Ka4eCTBa JIEKApPCTBEHHBIX
CPEJICTB, & TAKXKE B COOTBETCTBUH CO CHEHUPUKAHUAMH, COAEPXKAIMUMHUCS B PETHCTPAIIMOHHOM JIOCHE CTPaHBI-
AMIOpPTepa. 3amucy MO HPOW3BOJCTBY, YIAKOBKE M aHANIU3Y NPOBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBHE
TpeboBanuaM IIpaBuit Ha/exanieil IpOM3BOICTBEHHOM IPaKTHKK EBPasniicKoro 3KOHOMHUYECKOTO COrO3a».

Remarks : The Product conforms to ND/
Ipumeuanne: IIpoayxr cooTeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMToxrorosneHo: Rama Kant

!MU,

W

W

Checked by /
IMpoeepeno: Pardeep Kumar

L

Approved by: Manager/Executive /
Onobpeno: Meunewkep / Pykosoaurens
Amit Kumar [ ,;/

|

Reprint Date /
Hara: 03.09.2024

Reprint Date / ]
Hata: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telsngane, India
Tel: 91 40 490C 2900, Fax: +91 40 4500 2999, Email: maii@direddys.com

CIN: L85195AP1S84PLC00N4507
www.drreddyz.com




