Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayir: Haits® AxTuBres (HuMecymin) reasb MU HapyxHOro npumenenns, 1 %, 50 r

Market / PolHoK : Russia / Poccus

Batch No. / . V240618 Batch Quantity / . 23,424 units /

Cepus Ne ) Pasmep cepuu 23,424 epyiHui]
Analytical Repo:'t No./ . 040002636536 Date of Analysis / . 03.09.2024
AHanuTnyeckuii oTyer Ne JlaTa ananusa

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

JlaTa npou3BoACTBa T'ogen go

Mfg. License No. /

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

Analysis performed according ND / Anasnu3 npoenen no HJ/I: JITI-Ne(001336)-(PT-RU)-251022

Pagel of 6/ Ctp. 1 13 6

 No/|

Test / IlokazaTeinb
Ne

Result / PezyabTar

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpHOpOAHEIH MpO3payHbIi  rejb
6J1e THO-KENTOro 1IBeTa c
XapaKTepHbIM 3aMaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpOAHBIA MpO3payHblii renb OT
OecLBETHOTO A0 OIENHO-KENTOro LiBeTa
C XapaKTePHBIM 3aIlaXOM

2. Identification / MnenTndukanns

a) HPLC / BDXKX

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 ynepskuBaHus
OCHOBHOIO TMHKa Ha XpoMmaTorpamme

HCIIBITYEMOr0  pacTBOpa  IOJDKHO
COOTBETCTBOBATh BpeMeHH
yAep>KMBaHUA OCHOBHOIO IHWKa Ha
Xpomartorpamme pacTBopa
craHaaptHoro ofpasua HHUMeCYIUAa
(pazgen «KonnyecTBeHHOE
ornpeJeneHHe»)

Remarks : The Product conforms to ND/

Hpumevanue: [Tpoaykr coorsercTByet Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToaroroesneHo: Rama Kant

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Omobpeno: Menemxkep / Pykooguresns

Manoj Kumar X }ﬁi
dnyr » :

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jara: 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 4900 25800, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: LB5195AP1984PLCO04507
www.drreddys.com
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CEPTUPUKAT AHAJIM3A

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

Vili. 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
Ipoaykr: Haiis® AkTuBrens (HUMECYIU]) refib JUIS HapyKHOTO IpUMeHenHs, 1 Yo, 50 T

Market / PolHok

: Russia / Poccus

Batch No. / e Batch Quantity / 23,424 units /

Cepust Ne ) Pa3mep cepun * 23,424 envHuL
Analytical Repourt No./ . 040002636536 Date of Analysis / . 03.09.2024
AHanuTHyecKUu# oTueT No Jdara aHanusa

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

Hata npousBoacTea T'ogen no

Mfg. License No. /

IIpousBoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JuleH3us No

Analysis performed according ND / Anajun3 npoeeaes no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page2of 6/ CTp. 2 u3 6

No/

Test / Ilokazarenanb
Ne

Result / Peayabrat

Specification / Hopma

b) UV spectrophotometry / Y-
cnekTpodoTo MeTpHus

Complies as prescribed
CooTtBercTBYET TPEOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-crnekrp
MOTJIOIEHUST HCHBITYEMOrO0  pacTBOpa
JOJDKEH UMETh MaKCUMYM MOTJIOIIEHHA
npu 397+5 HM

3. | Weight of package contents / 51g/Slr According to Rus. Ph. / B cooTBeTcTBHM
Macca coaepxamMoro ¢ Tpebopanusmu ['® PO
YIAKOBKH

4. | pH 3.20 2.5t04.5/0t12,5 no 4,5

5. | Viscosity / Baskoctb

988.8 centipoise /
988.8 canTumyas

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

6. | Impurities / Ilpumecn

i. | Impurity C/

Not detected / nHe obnapyxeHa

Not more than 0.50 % /

Ipumecs D

Ipumecs C He 605ee 0,50 %
ii. | ImpurityD/ Below LOD (LOD = 0.02%) / Huxe Not more than 0.50 % /
npenena o6uapyxenus (I10 = 0.02 %) He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ipumeyanue: IIponykT coorsercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
Zakiawuyenne: OJOBPEHO

Prepared by /
IToxprororneno: Rama Kant

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoauresb

Manoj Kumar ! (]l'
.B:'hr'h' L

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jara: 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 4900 2900, Fax: +51 40 4500 2999, Email: maii@drreddys.corn

CIN: L85195AP1984PLCODA507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vili. Kho!, Nalagarh Road, Badd;,
Distt. Solan, H.P, 173 205, INDtA
Tel : +91 98166 56001-02
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CEPTH®HKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Hait3® AkTuBrens (HUMECYITHA) reflb JUIS HAPYAHOI0 MPHMEHEH A, 1%.50r

Market / Ppinok : Russia / Poccus

Batch No. / . V240618 Batch Quantity / 23,424 units /

Cepusi Ne i Pasmep cepuu " 23,424 epuunn
Analytical Repo“rt No. / . 040002636536 Date of Analysis / . 03.09.2024
AHajnuTHYecknii oTyeT No Jara aHanu3a

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

JaTa npou3BoACTBA T'onen a0

Mfg. License No. /

ITpouseoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuleH3ust Ne

Analysis performed according ND / Auaaus nposesen no HJL: JITI-Ne(001336)-(PI'-RU)-251022

Page3of 6/ Crp.3u3 6

E.:) / Test / IlokazaTean Result / PesyabTat Specification / Hopma
| iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jlrobas gpyrast npumech He 6onee 0,50 %
iv. | Total impurities / 0.0346% Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
7. | Microbial purity* / MukpoGuoJioraueckasi Y4cToTa™
i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O611ee yncio adpoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHHU3MOB :
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1uee 4ucIO He 6onee 10 KOE/r
JPOMOKEBBIX M IUIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBHEe B 1 T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBue B 1 r

8. | Assay/ KonnyecTBeHHOE onpeaeieHne

Remarks : The Product conforms to ND/

IIpameyanue: IpoaykT cooTBeTcTBYET TpeboBanusaM H/L

Conclusion : APPROVED /
3akawuaenue: OJJOBPEHO

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

IMoaroroeneno: Rama Kant ITposepeHo: Pardeep Kumar Ono6Gpeno: Menemkep / PykoBoanrensb
7 Manoj Kumar ) |

Reprint Date / Reprint Date / Reprint Date /

Hara: 03.09.2024 Jata: 03.09.2024 Hara: 03.09.2024

Registered Office: 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: L85195AP1984PLCOO4507
wyiw.drreddys.com




Dr. Reddy's Laboratories Ltd.
. y ..O Formulaticn Unit-6
. A - i N
Dr. Reddy s ® \/|.I|. AKFJOL Nalagarh ﬁoad, Baddi,
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CERTIFICATE OF ANALYSIS o o

CEPTH®UKAT AHAJIH3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
TMpoaykr: Haii3® AKTHBrenb (HUMECYIMA) TeNlb AN HAPYAKHOTO MprMeHeHs, 1 %.50r

Market / PbiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 23,424 units /

Cepus Ne | N2AOSIS Paszmep cepuu © 23,424 epuHun
Analytical Report No. / . 040002636536 Datefor inalyss( : 03.09.2024
AHaJiMTHYEeCKHH oTueT Ne Hata anaausa

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

JlaTa npou3BOACTBA T'onen no

Mifg. License No. /

ITpousBoacTBEHHASA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
nuuen3nust Ne

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

Page4 of 6/ Ctp. 4u3 6

i
i? / Test / IloxazaTenn Result / PesyabTaT Specification / Hopma
Nimesulide / 9.90 mg/9.90 mr 9.0 mg to 11.0 mg of Ci3H12N205S
Humecynun (99.0 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /
Or 9,0 MT OO0 11,0 M’ C13H12N205$
(numecynun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO coJiep>kaHus) B 1 r rens
9. | Dimethyl sulfoxide / 100.7 % 90% to 110% of C;HesOS (dimethyl
JuMeTHICYIL(OKCH sulfoxide) of label claim /
Ot 90 % 1o 110 % C:HsOS
(muMeTHICYIBGOKCHA) OT
HOMHMHAIBHOTO COJIEPIKaHMA
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
JIAMMHUPOBAHHOTO AIIOMHHMS, CHabXEHHYI0 MeMOpaHO#W i KOHTpOIi
nepBoro BekpeiTUs. Kaxknyro TyOy BMecTe ¢ MHCTPYKUMEH 10 MEAULIHHCKOMY
NPHUMEHEHHUIO MOMEIIAIOT B MUKy 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.

*Tloka3zaTesIb MOKET 0TCYTCTBOBATH B cepTHHKATe aHAIH3A nponsBoauTend. IlpousBoauTenn
rapaHTHpyeT KayecTBO Mpenapara no 3THM NOKA3aATeNIsAM.

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

Tlpumewanue: IIponykr coorBeTcTByeT Tpebosanusam HJI Zaxiaouenue: OJOBPEHO

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

IToaroroeneno: Rama Kant IIposepero: Pardeep Kumar Ono6peno: Menemxkep / PykosoauTes
Q}}_ _F Manoj Kumar ( \b_yg@,ﬂ,(,

Reprint Date / Reprint Date / Reprint Date /

Hara: 03.09.2024 Jlata: 03.09.2024 Jara: 03.09.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +41 40 4900 2999, Email: maii@drreddys.comn
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Badd;,
Distt. Sofan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02

CEPTH®UKAT AHAJIM3A

www.drreddys.com

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tponyxr: Haiis® Axtusrens (Humecynnn) reib Al HapY/KHOTO MPHMEHEHIA, 1%.50r

Market / PeiHOK : Russia / Poccus

Batch No. / . V240618 Batch Quantity / . 23,424 units /

Cepusi Ne ) Pasmep cepun " 23,424 equHHL
Analytical Repo:‘t No./ . 040002636536 Date of Analysis / . 03.09.2024
AHanuTu4yecknii oTyeT Ne Jlata ananusa

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

JlaTa npoH3BoACTEA Topen a0

Mfg. License No. /

IpouszBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)
Jnuensus N

Analysis performed according ND / Ananus nposejiex no HI: JII-No(001336)-(PT-RU)-251022

Page5of 6/ Crp. Su3 6

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

Nimesulide / Humecynug

API manufacturer batch number /
Homep cepun nponssonurens ADC:

NMS/14060327

FP Manufacturer API Batch number /
Homep cepun cy6cTaHuul
npoussoaurens I'JID:

FERA00366

API Manufactured by & country /
Ipoussoaurens ADC, crpana:

Aarti Drugs Ltd., India /
Aapru Jparc Jita,, Uupus

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

HanmeHnopaHue, axpec H HOMep
JHUEH3HH ILUIOINAAKH,
oCyuIecTBIIS IO el
NpPOH3BOJCTBO/KOHTPOJIbL
KxavyecrBa/Boinyck I'JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennu’c JlaGoparopuc Jlta., Uuaus,
TIpou3BoACTBEHHOE NOApaseneHue-6, Bumiamk Kxoss,
Hanarapx Poya, bau, Conan J{ucTpHKT, X.I1. 173205,
Wuaus (JTunensus 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/
Ipumeuanne: [Ipoaykr coorsercTByeT Tpebosannam HJL

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by /
TMoarorosneno: Rama Kant

et

I[TpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menepkep / PykoBoauTeib

Manoj Kumar \M
1) (L it

‘ Reprint Date /
Jlara: 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, Fox: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O0A507
www.drreddys.com
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i L/ @ Vill. Khol, Nalagarh Road, Baddi
r. Reddy S g Distt. Sclan, H.P, 173 205, INDIA
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CERTIFICATE OF ANALYSIS | o com

CEPTHOUKAT AHAJIM3A

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

ponysr: Haits® AKTUBTeNb (HUMECYIM) renb A9 HApYAHOro NPHMENEH, 1%.50r

Market / PoiHox : Russia / Poccus

Batch No. / . V240618 Batch Quantity / . 23,424 units /
Cepusi Ne ) Pasmep cepun * 23,424 enuHuL
Analytical Repourt No./ . 040002636536 lzate of Analysis / . 03.09.2024
Ananurudeckmii oruet Ne JaTa anannsa

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

JlaTa npou3BoacTea Togen o

Mfg. License No. /

IIpouseoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ns Ne

Analysis performed according ND / Ananus nposenen no HJL: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6 / Ctp. 6 u3 6

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».

JaRI0YeHHe 0 cOOTBeTcTBHH; «[1acTOSINAM s TIOATBEPAKIAI0, YTO IPUBEACHHAS BEIIIE HHOOPMALMS SBILICTCS
JOCTOBEPHOH M TOYHOW. DTa cepHs MPOINYKIHM HPOU3BENEHa (BKIIOYas YNAKOBKY (MapKupoBKY) B KOHTDPOJb
KauecTBa) Ha BBHINIEYKA3aHHOM IIPOM3BOACTBEHHOM IUIONIAKe (IIOM(@AKaX) B IMONHOM COOTBETCTBUM C
TpeGoBanuaMu [1paBuil HauTexalneil IPOH3BO/ICTBEHHOH NPakTHKH EBPa3sHHCKOro SKOHOMUIECKOTO COK03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrsops 2022) u TpebOBaHHAMH KOHTPOJIL KadecTBa JIEKAPCTBEHHBIX
CPEZICTB, @ TAKXeE B COOTBETCTBHH CO CIENM(UKAIMAMY, COACPKAIMUMHUC B PETUCTPALMOHHOM JOCHE CTpabl-
FMIOpTEpa. 3amucd [0 [POU3BOIACTBY, YHAKOBKE M AHANU3y MPOBEPEHBI, M YCTAHOBICHO HX COOTBCTCTBHE
TpeGopanuaM [IpaBri Hajexane IPOM3BOJCTBEHHOMH NPakTAKK EBpasHACKOro 5SkOHOMUIECKOrO COr03a».

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

ITpumeuanne: [IpoaykT cootsercTByeT Tpebosanuam HJL 3akarouenne: OJJOBPEHO

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

Ioarotoeneno: Rama Kant [Tpoeepeno: Pardeep Kumar Onobpeno: Menemkep / PykosoauTesb

Manoj Kumar ) /

m\“"\“‘l}c‘/f tj// J "‘i‘;ﬂi

Reprint Date / ‘ Reprint Date / Reprint Date /

Jara: 03.09.2024 Jata: 03.09.2024 Jara: 03.09.2024

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: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



