Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Dr. Reddy's lLaboratories Ltd,
Formulation Unit-6

Vill. Khol, Malagarh Road, Baddi
Distt. Solan, H.P., 173 205, iNDIA
Tel ;491 98166 56001-02

wiw direddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IlpoaykT: Haii3® AxTHBress (HUMeCYNun) resib 1Jis HApy>KHOro npumereHus, 1 %, 50 r

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 23231 units/

Cepus No P vad0482 Pa3zmep cepun © 23231 eguHu
Analytical Repo:‘t No. / . 040002583901 Date of Analysis / . 03.07.2024
AHaauTnyeckuii oTyer Ne Hata ananunsza

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npoussoacTea I'onen go

Mfg. License No. /

IIponsBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHueH3ns Ne

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

Page1 of 6/ Ctp. 113 6

No /

Ne Test / Ilokazaresn Result / PesyabTar Specification / Hopma

1. | Description/ Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to
yellow gel with characteristic odor/ | pale-yellow gel with characteristic odor /
OnHopoaubiit  npo3pauHblii  resib | OQHOPOAHBIM MPO3pavHBIA  renb  OT
HnenHo->KenTOro LBeTa ¢ | GecuperHOro 10 6J1€AHO-KENITOrO LIBETA
XapaKTEepHbBIM 3al1aX0M C XapakTepHbIM 3aaxoM

2. Identification / UnenTnduxanus

a) HPLC / BOXX Complies as prescribed /
CooTBeTcTBYET TpeGOBAHUAM

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>xuBaHus
OCHOBHOIO I[MMKa Ha XpoMaTorpamme
UCMBITYEMOI'O  pacTBOpa JIOJDKHO

COOTBETCTBOBATH BpPEMEHH
yAep)KHBaHUSI OCHOBHOIO THMKa Ha
XpOoMaTorpaMMe pacTBopa
cTaHgapTHoro ofpasla HHUMecyauaa
(paznen «KonuuectseHHOE
Onpe/ie/IeHUE)

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

IIpumeyanue: [Iponykt coorBeTcTBYET TpeboBanusam HJI 3akmouenune: OJJOBPEHO

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

llonroroBneno: Santosh Kumar IlpoBepeno: Pawan Kumar Onobpeno: Menemkep / PykosoguTenb

Maurya @1/ Manoj Kumar M

ol 4—’
Reprint Date / Reprint Date / Reprint Date /
Jata: 03.07.2024 Jlata: 03.07.2024 JlaTta: 03.07.2024
Refis 337, Road Mo, 2, Eanjara Hills, Hyderabad - 530024, Telangana, india

00 2299, Email: mail@direddyacom
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi.
Distt. Solan, H.P, 173 205, INDIA
Tel . +91 981656 56001-02
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CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykt: Haliz® Axtusress (HUMECYNIUA) refib JUlsl HAPYXKHOTO NpUMEHEHUs, 1 %, 50 ©

Market / Poitok : Russia / Poccus

Batch No. / . Batch Quantity / . 23231 units /

Cepus Ne § V240432 Pasmep cepuu 23231 epuuun
Analytical Repourt No./ - 040002583901 Date of Analysis/ . 02.07.2024
AHanuTnyeckuii oTuer Ne JlaTa ananu3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npon3BoACTBA TI'ogen oo

Mifg. License No. /

IIpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT™-RU)
JuueH3nss Ne

Analysis performed according ND / Anasnus nposenex mo HJ: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 2 u3 6

b) UV spectrophotometry / Y-
crnexkTpodoTo MeTpus

Complies as prescribed
CooTBETCTBYET TPEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
TIOTJIOIEHHS. HCIBITYEMOTO  pacTBopa
JOJDKEH MMETh MaKCHMYM TMOFJIOLIEHHUS
nipu 39745 HM

3. | Weight of package contents / 51g/5lr According to Rus. Ph. / B cooTBeTcTBUH
Macca cogep:KHMOro ¢ TpeboBanusimu I'D PO
YHAKOBKH

4. | pH 32 2.5t04.5/012,5104,5

5. | Viscosity / BazkocTb 893.7 centipoise / 400 to 1,200 centipoise /

893.7 cantunyas Ot 400 o 1200 canTunyas

6. | Impurities / IIpumecn

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

[Mpumecs C He 6onee 0,50 %

ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Hike Not more than 0.50 % /

pumecs D npepena o6Hapyxenns (I10 = 0.02 %) He 6onee 0,50 %

iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jliobas npyras npumech He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpnmeyanne: IIpoaykT coorBeTcTBYET Tpeboranuam HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
IToarororneno: Santosh Kumar

Maurya @

Checked by /
ITpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menenxep / Pykosoaurernsb
Manoj Kumar E

Reprint Date /
Hara: 03.07.2024

Reprint Date /

Jlata: 03.07.2024

Reprint Date /
Jlata: 03.07.2024

. [
(=Y, TG

vderaoad - 530024, Talangana, india

ilmail@diveddys.com
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- Dr. Reddv's Laboratories [td.
® Formulation Unit-6
Dr. Reddy’s q... Viil. Khol, Malagarh Road, Bacidii,
. Disti. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tl : +91 36456 5600102
CEPTH®UKAT AHAJIM3A RN PE B (OO

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiizs® Axrusrens (HUMecynua) refb A Hapy;KHOTo mpuMerennd. 1 %, S0t

Market / PoiHok : Russia / Poccus

Batch No. / . V240432 Batch Quantity / . 23231 units /

Cepus Ne Pasmep cepun 23231 eguHuL
Analytical Repourt No. / . 040002583901 Date of Analysis / . 02.07.2024
AHanuTH4YeCkHuii oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npou3BoacTsa Iopen po

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3us Ne

Analysis performed according ND / Anaan3s nposegen no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 6/ Crp. 3 u3 6

iv. | Total impurities / 0.0347% Not more than 1.50 % /
CymMa ripumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6HoJornyeckas YHcTora*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O061uee yrcno a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Obiee yucno He 6onee 10 KOE/r
JPOMOKEBBIX U IUIECHEBBIX
rpubos
iil. | Pseudomonas aeruginosa NA Should absentin 1 g/

OrcyrcTBUe B 1 1

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

8. | Assay/KoanuecTBeHHOe onpeaeeHHe

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameuanue: [Ipoaykr coorBercrryeT TpeboBanusm HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ToarotoeneHo: Santosh Kumar [Iposepeno: Pawan Kumar Onobpeno: Menemxep / PykosoauTenb
Maurya éi’f Manoj Kumar f

- = '.‘______.
Reprint Date / Reprint Date / ' Reprint Date /
Jara: 03.07.2024 Hara: 03.07.2024 Jara: 03.07.2024

P
CUoys,com

ol @dr




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

9 ..
Dr. Reddy s '.... Vill. Khol, Nalagarh Road, Baddi.

Disit. Solan, H.P, 173 205, iNDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHUOUKAT AHAJIN3A W drrgddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haii3® Axtuprenb (HUMECYNHA) reflb JUIS HAPY)KHOTO IpuMeHeHus, 1 %, 50 r

Market / Poghok : Russia / Poccus

Batch No. / . V240432 Batch Quantity / . 23231 units /

Cepust Ne Pazmep cepun 23231 equHuLl
Analytical RepOft No./ . 040002583901 Date of Analysis / . 03.07.2024
AHaauTH4yeCknii oryer Ne HdarTa ananusa

Date of Man ufacture / . 06/2024 Date of Expiry / . 05/2026

HdaTa npou3BoICcTBa I'open ao

Mfg. License No. /

HpousBoacT BeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIMueH3us Ne

Analysis performed according ND / Anaaus npoeeaen no HJ: JII-Ne(001336)-(PI'-RU)-251022

Page4 of 6 / CTp. 4 13 6

Nimesulide / 9.88 mg/9.88 mMr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (98.8 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 Mr mo 11,0 mr Ci3H12N205S
(anmecynuna) (ot 90,0 % no 110,0 % ot
HOMMHAJIBHOTO cofiep)kaHus) B 1 T rens

9. | Dimethyl sulfoxide / 100.2 % 90% to 110% of C,HgOS (dimethyl
HumeTruicyabporcna sulfoxide) of label claim /
Ot 90 % mo 110 % CHsOS

(numeTnncynbGoKCHa) OT
HOMMHAJIBHOTO COJIEPXKaHUs

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
JIAMMHHUPOBAHHOTO ANIFOMHHHS, CHA0XEHHYI0 MeMOpaHOH Uil KOHTpOJIA
nepBoro BCKpbITUi. Kaxkayro TyOy BMecTe ¢ MHCTPYKLUHeH M0 MEXULIMHCKOMY
TIPUMEHEHHUIO [TOMEIAIOT B [1a4Ky 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.

*IIokazarenb MOKET OTCYTCTBOBATHL B cepTHQHKATE aHAIH3a Npon3BoauTes. IlponspoauTen
rapaHTHpPYeT KauyecTBO Npenapara no 3THM NOKa3aTeJsaM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanue: [IpoaykT cooTBercTByeT TpeboaHusm HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tum viveieny. Bawlush Kuigdl IMpusepenu. Pawan Kulat OuuGpenu. Meneurep / Pykusugm e
Maurya Cﬂ: Manoj Kumar

" A @-"—p’;ﬁ‘
Reprint Date / Reprint Date / ! Reprint Date /
Hara: 03.07.2024 [Hara: 03.07.2024 Jara: 03.07.2024

Registared Cifice: 8-2-337, Road Ma. 3, Banjara Hilie, Hyderabad - 520024, Telangana, india

Emails maii@direddys.com
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Dr. Reddy's Laboratories [td.
Formulation Unit-&

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

CERTIFICATE OF ANALYSIS weanw. drreddys.com
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® Akrusreb (HUMECYJIUA) relib 1)1 HAPY)KHOTO NpuMereHus, 1 %, 50 r
Market / Poitok : Russia / Poccus
Batch No. / . Batch Quantity / _ 23231 units /
Cepus Ne : V240432 Pasmep cepumn * 23231 enunun
Analytical Repourt No. / . 040002583901 Date of Analysis / . 03.07.202
AHajanTnueckuii oTyet Ne JlaTa ananusa
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026
JlaTa nponsBoacTea I'onen ao
Mfg. License No. /
IIpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueHsusa Ne
Analysis performed according ND / Anaaus nposenen no H: JIIT-Ne(001336)-(PI'-RU)-251022

Page50f 6/ Crp. S5u3 6

APl name (INN) / HanmenoBanue ADC
(MHH):

Nimesulide / Humecynua

API manufacturer batch number /

IIpouspogurens APC, crpana:

Howmep cepun nponspoaurens APC: NMS/13121242

FP Manufacturer API Batch number /

HomMep cepuu cy6cTaHIHI FERA00269
npoussoguteas I'JIP:

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

Aaptu [Jlparc JIta., Usaus

Name, address, authorization No for

FP manufacturing site / Control site /

Release site /

HanmenoBaHue, aipec 1 HOMep
JIHIEH3UH IUIOUIANKH,
OCYIIeCTBIAIOLI e
[IPOH3BOACTBO/KOHTPOJIb
xavyecTsa/Bpimyck I'JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Peqnu’c JlaGoparopuc Jita., Munus,
INpouzBoacTBeHHOE MoApasaesieHue-6, Bumamk Kxois,
Hanarapx Poyn, bagnu, Conan Jquctpukr, X.I1. 173205,
Huaus (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 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».

Remarks : The Product conforms to ND/

ITpumeyanue: IIpogyKT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akiawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Santosh Kunr IIpoeepeno: Pawan Kumar OnobpeHo: Menemxep / PyKoBo HTEIb
Maurya ﬁi Manoj Kumar Jb
Reprint Date / Reprint Date / Reprint Date /

Hara: 03.07.2024 Jata: 03.07.2024 Jara: 03.07.2024

. drreddys,.com




° Dr. Reddy's Laboratories Ltd.,
® Formulation Unit-6
? = :
Dr. Reddy s q.. Vill. Khol, Malagarh Road, Baddi,
o Distt. Solan, H.P., 173 205, 'NDIA
Tol: 491 98166 56001-02
v drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
poayxt: Haiizs® Axrusrens (HuMecyia) resib Uist HApY»KHOTo npuMeHenusd, 1 %, 50

Market / Poltok : Russia / Poccus

Batch No. / . Batch Quantity / . 23231 units /

Cepus Ne § V230432 Pasmep cepun " 23231 eguHul
Analytical Repo“rt No./ . 040002583901 Date of Analysis / . 03.07.2024
AHaTUTHYECKHI 0T4eT Ne Jara ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JarTa npousBoacTBa T'ogen oo

Mifg. License No. /

IIpounssoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JIHUeH3ns Ne

Analysis performed according ND / Ananus nposeaes no HJI: JIIT-Ne(001336)-(PI'-RU)-251022
Page 6 of 6 / CTp. 6 M3 6

3aknioueHHe 0 cOOTBeTCTBHH: «HacToAIMM s MOATBEPIKAKO, YTO MPHUBEACHHAS BhIIIe HHPOPMANUS SBIIACTCS
JIOCTOBEPHOM ¥ TOYHOM. DTa CepHs NPOAYKIMH IIpOM3BeleHa (BKIIOYAs YHAKOBKY (MapKHPOBKY) U KOHTpOJb
Ka4yecTBa) Ha BBINEYKA3aHHOW IPOM3BOACTBEHHOM IUTomaake (IUIOMAAKaXx) B IIOJHOM COOTBETCTBHH C
TpeboBanusMu [IpaBui HaIe)ameld TPOU3BOACTBEHHOM NMPakTHKKH EBpasuiickoro 5SKOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeGoBaHUSIMHM KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX
CPEJCTB, a TAKXKE B COOTBETCTBHHU CO CIELM(PUKANUIMHU, COCPIKAIMUMHUCS B PETUCTPAIIMOHHOM JIOCHE CTPaHBI-
UMITOpTEpa. 3alKCH MO TPOU3BOJICTBY, YIAKOBKE M AHAJU3y INPOBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBUE
TpeboBanusiM IIpaBii HaIexareil pou3BOACTBEHHOMN NPaKTUKH EBpasHiiCKOro 3KOHOMHYECKOTO COKO3a».

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

IIpumeqanne: IIpoaykT cooTBeTcTBYET TpeboBanuam HJI 3axmouenne: OJJOBPEHO

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

[ToagrotoneHo: Santosh Kumar [Tpoeepeno: Pawan Kumar Opnobpeno: Menemxep / Pykosoautens

Maurya B Manoj Kumar W
% ‘i/‘ y adiing

Reprint Date / Reprint Date / Reprint Date /

Hara: 03.07.2024 Jara: 03.07.2024 Hara: 03.07.2024

iz 8-2-227, Road Ne. 2, Banjara Hills, Hvderabad - 500024, Telansana, indix

=,
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