Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
INpoaykr: Haiiz® AxtHBrens (Humecynn) reib Ul HapyKHOro npumeHenus, 1 %, 50 r

Market / Poldok : Russia / Poccus

Batch No./ . V240628 Batch Quantity / . 23,529 units /

Cepus Ne Pasmep cepuu 23,529 equHuL,
Analytical RepO}'t No. / . 040002642646 Date of Analysis / . 03.09.2024
AHanuTH4YeCKHii 0TYeT Ne JlaTa aHaju3a

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

JaTta npousBoacTBa I'open no

Mfg. License No. /

IlpousBoacTBeHHAsA : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JMueH3us1 N2

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

Page10of 6/ Crp. 1 u3 6

No/

Test / Iloka3zarean
Ne

Result / PesyasTar

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpHoponHbI NpO3pauHBId  rejb
6JIeIHO-XKETITOTO LBeTa c
XapaKTepHbIM 3aM1axoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpOAHBI MpO3pauHbli  renb  OT
fecLBETHOTO 0 6JIEAHO-KENTOro LiBeTa
C XapaKTepHbIM 3aI1ax0M

2 Identification / UnenTudukanuns

2) 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 ynepakuBaHUA
OCHOBHOIrO THKa Ha XpOMaTOrpamme

MCMBITYeMOr0  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEeMEHHU
yIOep>KHBaHUS OCHOBHOTO TIHMKa Ha
XpoMaTorpamme pacTBopa
cTaHjapTtHoro ofpasla HHMMECYnHaa
(paznen «KonuuecTseHHOE
ornpeierieHHe»)

Remarks : The Product conforms to ND/

Ipumevanue: [Ipoaykr coorseTcTBYeT TpeboBanrsam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Rama Kant

Checked by /
Ilposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurens
Amit Kumar

A=

Reprint Date /
Jarta: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Iara: 03.09.2024

v

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900C 2900, Fax: +51 40 4900 2999, Email: maii@drreddys.cam

CIN: L85195AP1984PLCON4A507
www.drreddys.com




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJII3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hponykr: Haitz® Akrusrens (Humecyn) reb s HapyxHOro npuMeHennus, 1 %. 50 r

Market / Poliok : Russia / Poccus

Batch No. / . V240628 Batch Quantity / . 23,529 units /

Cepus Ne Pasmep cepun 23,529 enuHun
Analytical Repovrt No./ . 040002642646 Date of Analysis / . 03.09.2024
AHaJIuTN4eCkuif oryet Ne JlaTa ananusa

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

JdaTa npon3zBoaCTBa Togen oo

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JnueH3us Ne

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

Page2 of 6/ CTp. 213 6

No/

Test / IToka3aTean
Ne

Result / PesynasTar

Specification / Hopma

b) UV spectrophotometry / Y®-
cnekrpodoto MeTpHA

Complies as prescribed /
CooteeTcTBYET TpeOOBAHKAM

solution

UV absorption spectrum of the test
absorption

should have

maximum at 3975 nm / Y®-cnektp
TIOIJIOIIEHHS MCIIBITYEMOTO  pacTBOpa
JOJDKEH UMETh MaKCHMYM MOTIJIOLICHHUA
npu 39745 HM

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBercTBHH
Macca coaepKHMOro ¢ TpeboBarusamu ' PO
YHOAKOBKH

4. | pH 3.18 25t04.5/012,5104,5

5. | Viscosity / BazkocTb

970.3 centipoise /
970.3 cantumyas

400 to 1,200 centipoise /
Ot 400 o 1200 canTumyas

6. | Impurities / IIpamecn

i. | Impurity C/
[Mpumecs C

Not detected / He o6Hapyxena

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

ii. | Impurity D/
[Tpumecs D

Not detected / He oOHapyxkeHa

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

Remarks : The Product conforms to ND/
IIpumeuanue: [ponykT cootBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3axarouenune: OJIOGPEHO

Prepared by /
IMoarorosneno: Rama Kant

P>

Checked by /
[Tposepeno: Pardeep Kumar

.

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaurens
Amit Kumar A 5N

.'P‘-. ) "/

Reprint Date /
Harta: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date / v
Jata: 03.09.2024

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

CIN: L.85195AP1284PLCOO4A507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 491 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® AxTuBrens (HuMecyIi) reib UIS HAPYKHOTO npramveHenns, 1 %. 50T

Market / Poitox : Russia / Poccusa

Batch No. / . Batch Quantity / . 23,529 units /

Cepus Ne V240628 Pa3mep cepun © 23,529 equHun
Analytical Repoj‘t No. / . 040002642646 Date of Analysis / . 03.09.2024
AHATUTHYECKNI oTyeT Ne Harta ananusa

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

JaTta npousBoACTBa TopeH a0

Mfg. License No. /

IlpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3ust Ne

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

Page3 of 6/ Ctp. 3 m3 6

Jli? 1 Test / Iloka3aTenn Result / PesyabTar Specification / Hopma
iil. | Any other impurity / 0.03% Not more than 0.50 % /

Jiio6as npyras npumech He 6onee 0,50 %
iv. 0.0359% Not more than 1.50 % /

Total impurities /
CymMa npumecei

He 60nee 1,50 %

7. | Microbial purity* / MuxkpooHoJiornyeckas uucrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O061mee yucno a3poOHBIX MHKpPO- He 6onee 100 KOE/r
OpraHU3MOB

' ii. | Total Combined Yeast and NA Not more  than 10 CFU/g

mould count / Ob1iee qucno He 6onee 10 KOE/r
JPOXOKEBBIX M MIECHEBBIX
rpuboB

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

OrcytcTBue B 1 ¢
iv. | Staphylococcus aureus NA Should absentin 1 g/

OtcyrctBre B 1 T

8. | Assay/KoandecrBennoe onpenejieHue

Remarks : The Product conforms to ND/
Ipumeuanue: [ponykt coorBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IToarorosneno: Rama sz&

AV

Checked by /
[NpogepeHo: Pardeep Kumar

Q[/—/

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosogurens

Amit Kumar o
\{l(/

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Hata: 03.09.2024

Reprint Date /
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: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS
CEPTUHO®HUKAT AHAJIM3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiiz® Axtrsress (HUMeCyua) refib Aiisl HApPYKHOTO NpuMeneHus, 1 %, 50 T

Market / Prtiok : Russia / Poccus

Batch No. / . V240628 Batch Quantity / . 23,529 units /

Cepus Ne Pa3mep cepun 23,529 envHun
Analytical RepOft No./ . 040002642646 Date of Analysis / . 03.09.2024
AHaJiuTnyeCknii oryer Ne Jara ananusa

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

JaTta npou3BoacTBa Toxen a0

Mfg. License No. /

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

Analysis performed according ND / Anaau3s nposegex no HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page4of 6/ Crp. 4u3 6

No /

Test / Iloka3zarean
Ne

Result / PesyabTar

Specification / Hopma

Nimesulide /
Humecynun

9.87 mg/9.87 mr
(98.7 %)

9.0 mg to 11.0 mg of C13H12N20;5S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Or 9,0 MI" 10 11,0 Mr C13H12N2055
(aumecynnn) (ot 90,0 % no 110,0 % ot
HOMHUHAJILHOTrO cofiepkaHus) B 1 r rens

9. |Dimethyl sulfoxide /
JAumernncynborcun

100.5 %

90% to 110% of C:H¢OS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % CHsOS
(mumeTuncynpoKcUa) oT
HOMHHAJILHOTO COAEPKaHUs

10. | Package / Ynakoska

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
JIAMMHHUPOBAHHOTO AJIIOMHHHS, CHaOXeHHYI0 MeMOpaHOH I KOHTpOJIs
nepsoro Bekpeitus. Kaxayio Ty0y BMecTe ¢ HHCTpYKUMEH MO MEAWLIMHCKOMY
NPUMEHEHHMIO [IOMELIAIOT B NaUKy 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.
*TlokasaTeh MOKET OTCYTCTBOBATH B cepTHdHKaTe aHAIH3A npousBoauTes. IlponsBoaurenn

rapanTHpyeT Ka4eCcTBO NpenapaTa 1no 3THM moKa3aTeJIsiM.

Remarks : The Product conforms to ND/
Ilpameyanue: Ipoayxt coorseTcTByeT TpeboBaHusam H/I

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
Ioarorosneno: Rama Kant =

Qo

Checked by /
[MposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurenb
Ami el

t Kumar [5__/ s

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jata: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tel: +51 40 4500 2560, Fax: +51 40 4500 2999, Email: maii@direddys.com

CIN: L85195AP1984PLLCO0D4507
www.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.drreddys.com

CEPTUPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiiz® Axtusres (HuMecysMa) refib 1yl HapyKHOTO NPUMEHEHHS, 1%,50r

Market / Pu1Hok : Russia / Poccusa

Batch No. / . Batch Quantity / . 23,529 units /

Cepus Ne : V240628 Paszmep cepuu 23,529 enunun
Analytical Repovrt No./ . 040002642646 Date of Analysis / . 03.09.2024
AHanurnuyeCkuii oTuyer Ne JlaTa aHanusza

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

Jarta npou3BoicTBa I'opeH no

Mfg. License No. /

IIpouspoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIMLEH3HA N2

Analysis performed according ND / Auasiu3 nposeaex mo HJI: JIIT-Ne(001336)-(PI™-RU)-251022

PageS5of6/Crp. 5u3 6

API name (INN) / HaumenoBanne AQC

Nimesulide / Humecynua

Howmep cepuu cy6cTaHIHA
npouspoanrens I'JI®:

(MHH):
API manufacturer batch number / NMS/14060340
Howmep cepnu nponsoaurtens ADC:
FP Manufacturer API Batch number /
FERA00369

API Manufactured by & country/
IIponsoantenn A®C, crpana:

Aarti Drugs Ltd., India /
Aaptu [lparc JIta., Maaus

Name, address, authorization No for

Release site /

HaumeHoBaHue, agpec H HOMep
JHMIEeH3HM ILUIOIATKH,
ocyliecTBIAIOLIEH
HPOM3BOACTBO/KOHTPOIb
kayecTBa/Bhinyck I'JI® /

FP manufacturing site / Control site /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennn’c Jlabopatopuc Jlta., Unaus,
[TpousBoacTBEHHOE NoApa3aeneHue-6, Bunnamk Kxons,
Hanarapx Poyn, Bagau, Conan Quctpuxr, X.I1. 173205,
Hunus (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/

IIpumeuanue: [Ipoaykr coorercTBYET Tpebopanusam H/T

Conclusion : APPROVED /
Baxawuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Rama Kant [IpoeepeHo: Pardeep Kumar Onobpeno: Menemxkep / Pykosoaurens
LXA\(’U\X\ [-‘ Amit Kumar K o ),',f’
<9 / ol —= \t|
Reprint Date / A Reprint Date / Reprint Date /

Jara: 03.09.2024

Hara: 03.09.2024

Jlara: 03.09.2024

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

CIN: L85195AP1984PLCO04507

wiww.drreddys.com




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

@
R L/ ‘.. Vill. Khol, Nalagarh Road, Baddj
Dr' eddy S s Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www. drreddvs.com
CEPTUOPHUKAT AHAJIN3A ' T

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Opoayxr: Hait3® Akrusrens (HUMECYITHA) re/ib I HAPYAKHOTO npiMeHets, 1 %, 50 r |
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 23,529 units /
Cepus Ne : V240628 Pazmep cepin © 23,529 enuHung
Analytical Repourt No./ - 040002642646 Date of Analysis / . 03.09.2024
AHanuTHyeCcku oTyer Ne JaTa ananusa
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026
Jarta npou3BoacTaa T'open no
Mfg. License No. /
IIpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)
JIUIEH3UsT N2
Analysis performed according ND / Ananus nposegen no HJ/I: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ CTp. 613 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».

3aKII0YeHHe 0 COOTBeTCTBHH: «HacTosmuM s MOATBEpKAat0, YTO NIPUBEAEHHAs BBIIIE HHPOPMAIUS ABIAETCS
JOCTOBEPHON M TOYHOM. DTa cepHs MPOJIYKIHMA [POU3BeAeHa (BKIIIOYas YAKOBKY (MapKHPOBKY) U KOHTPOJb
KauecTBa) Ha BBHIIIEYKA3aHHOM MPOM3BOJCTBEHHOH IUTONIAAKe (IUIOIAJAKax) B IOJHOM COOTBETCTBUHM C
TpeGoBanuaMu [IpaBril Hajuexameil IpOM3BOICTBCHHOM NMPAaKTHKH EBpasuiickoro skoHoMuYecKoro coosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeGoBaHHAMH KOHTPOJIS KadyecTBa JICKAPCTBEHHBIX
CpENCTB, a TAKXKE B COOTBETCTBHH CO CIENH(QUKANUAMH, COAEPKAUIUMUCS B PETHCTPALMOHHOM JOCHE CTPaHBI-
AMIIOpTEpa. 3alMCH 1O MPOU3BOICTBY, YNIAKOBKE M aHAJH3y IPOBEPEHBI, M YCTAHOBJICHO HX COOTBETCTBHE
TpeGoBanusam IpaBui HauIeKaIed IPOH3BOJICTBEHHOH NpakTHKK EBpasuiickoro 3KOHOMUIECKOTo COr03a».

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

I pumeuanne: IIpoaykt cootseTcTByeT TpeboBaHusaM HJI 3akmoyenue: OJIOBPEHO

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

ToaroroeneHo: Rama Kant r IMpogepeno: Pardeep Kumar OpobpeHo: MeH&,,ﬂ{e]}f PykoBozuTEE
[ A c Amit Kumar _‘.w\,.-
&,;\t}k/ £ Pz

Reprint Date / \ Reprint Date / Reprint Date /

Hara: 03.09.2024 Jara: 03.09.2024 Hara: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 23800, Fox: +91 40 4500 2992, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



