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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Dy, Reddy's Lahoratories Ltd,
Formuiation Unit-6

Yill Ihol, Nalagarh Road, Baddi,
Distt Solan, H.R, 273 205, iNDIA
el « +9% 28165 56001-02

NN
Frenays.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Haii3® Axruerens (HMMecyaHa) reib Al HAPYKHOro npumereris, 1 %, 100 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V240731 Batch Quantity / . 12000.00 units /

Cepus Ne ) Pa3smep cepun * 12000.00e nuHKLL
Analytical Repovrt No./ . 040002714335 Date of Analysis / . 07112004
AHanurnyeckuii oTyer Ne JlaTa aHaJm3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTta npon3BoacTsa I'onen no

Mfg. License No. /

ITpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)

Juueds3us Ne

Analysis performed according ND / Anasus nposeaex no HJI: JITT-Ne(001336)-(PT'-RU)-251022

Pagel of 5/Crp. 1u35

i:’ / Test / IlokazaTean Result / PesyabTaT Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

Bera

yellow gel with characteristic odor /
OpHOpoaHBIH MpO3padyHbIA  Telib
GJIEIHO->KENTOro
XapaKTepHbIM 3araxoM

C

pale-yellow gel with characteristic odor /
OnmHOpomHBIN MpO3payHbld  renb  OT
6eclBETHOrO A0 OJISAHO-KEITOro 1[BeTa
C XapaKTepHbIM 3aMaxoM

2. Identification / Unentuduxanus

a) HPLC / BOXX

Complies as
CootBercTBYET TPeOOBAHUAM

prescribed

/

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>kuBaHus
OCHOBHOrO MHMKa Ha XpoMaTorpaMmme

HCTILITYEMOTO pacTBOpa JIOJDKHO
COOTBETCTBOBATH BpPEMEHH
YAEpPXKHUBAaHUS OCHOBHOTO IIHKa Ha
XpoMaTorpaMme pacTBopa
cTaHgapTHoro ofpasna HUMeCYJIHIa
(paznen «KonuuectseHHoe
orpeiesieHHE»)

Remarks : The Product conforms to ND/

IIpumeuanne: [Iponykt cooreeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /

3akarwuenne: OJOBPEHO

Prepared by / 7| Checked by / Approved by: Manager/Executive /

[Moaroroeneno: Pravesh Rana /f IpoeepeHo: Ramakant + Opnobpeno: Menemkep / PykooanTens
P ﬁ:&f‘&/ Amit Kumar N

Reprint Date / Reprint Date/ ~ — Reprint Date / Y

Hara: 07.11.2024 Jara: 07.11.2024 Jata: 07.11.2024




Dr. Reddy's Laboratories Ltd.

. ‘ ..O Formulation Unit-6
Y ° Vill. Khol, Naiagarh Road, Baddi,
Drb Reddy s °. Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIH3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Hali3s® AkTHBrens (HUMECYIUN) Felib UL HApYXKHOTO NPUMEHEHNS, 1%,100r

Market / Puinox : Russia / Poccust

Batch No. / . V240731 Batch Quantity / _12000.00 units /

Cepusi Ne ) Pasmep cepun © 12000.00eamnHuIL
Analytical Repo:‘t No./ . 040002714335 Date of Analysis / . 07.11.2024
AHajuTu4yeckuii oryer Ne JlaTta aHaau3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara npouseoacTaa T'opes oo

Mifg. License No. /

[pounseoacTeennas : MNB/05/263 MA number: / Homep PY : JII-Ne(001336)-(PT-RU)
JuMueH3ns Ne

| Analysis performed according ND / Ananus nposenen no HJL: JIT-Ne(001336)-(PT-RU)-251022

Page2 of 5/ Ctp. 213 5

b) UV spectrophotometry / Complies as prescribed /| UV absorption spectrum of the test

Y®-cniektpodoTo MeTpHs CootseTcTBYET TPEOOBAHHAM solution should have absorption
maximum at 39745 nm / Y®-cnekTp
NOIJIOWEHHsS HCIBITYEMOIO  pacTBOpa
JOJDKEH UMETh MaKCHMYM IOTJIOIEHHUA
nipu 397£5 HM

3. Weight of package contents / 100 g/ 100 According to Rus. Ph. / B cooTBeTcTBHM
Macca cogep:;kHMOro ¢ Tpeboranusmy ['® PO
YINAKOBKH

4. | pH 3.26 2.5t045/012,5 04,5
5. | Viscosity / BazkocTb 943.5 centipoise / 400 to 1,200 centipoise /
943.5 canTumnyas Ot 400 no 1200 cantumyas
6. Impurities / Ilpumecn
i. | Impurity C/ Not detected / He oOHapykeHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Not more than 0.50 % /
N t 6
ITpuvecs D ot detected / He o6HapyxeHa He Gonee 0,50 %
ili. | Any other impurity / 0.03% Not more than 0.50 % /
Jlrob6as nqpyrad npuMech He 6onee 0,50 %
iv. | Total impurities / ) Not more than 1.50 % /
Cymma nipuMecei G0 He 6oxee 1,50 %

7. | Microbial purity* / MukpoGuosoruyeckas 4ucToTa*

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

IIpumeuanne: [Iponykr coorBercTBYeT TpebopanusaM HJI Baxmwuenne: OJOBPEHO

Prepared by / /7 Checked by / Approved by: Manager/Executive /

[Tonrorosneno: Pravesh Rana )[ IpoBepeHo: Ramj ff OnobpeHo: Mene wep / PykoBO#UTEND
s A Amit Kumar — /"

Reprint Date / Reprint Date / Reprint Date / {

Hara: 07.11.2024 Iara: 07.11.2024 Hara: 07.11.2024

2 Banjara Hills, liyderabad - 500034, Telangana, India
i1 A0 G800 290¢, Ernail: meii@drreddys.ccm
198APLCON4EDTY

wWLSTTeGdys.com

Registered Office: 8-7-337, Road N2
Tel: +81 40 4200 2900, F
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories [td.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98156 56001-02

wiwiv, direddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Npoaykr: Haiiz® AxTusresb (HUMECYIi) reb Ui Hapyxknoro npumenenns, 1%, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / Batch Quantity / 12000.00 units /
1 V240731 -

Cepus N\e Pazmep cepun 12000.00e nnuL

Analytical Repovrt No./ . 040002714335 Date of Analysis / . 07.11.2024

Ananurndeckuii oTuer Ne Jarta anajusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jata npousBoncTea IopeH no

Mfg. License No. /

IIpousBoacTBeHHAas1 : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)

JIHLeH3HsA Ne

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

Page3 of 5/Crp.3u3 5

i. |Total Aerobic Microbial Count NA Not more than 100 CFU/g/
/ O61iee YMCT0 a9pPOOHBIX He 6onee 100 KOE/r
MMKpPOOPraHH3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g  /
mould count / Ob1ee uncno He 6onee 10 KOE/r
JAPO}OKEBBIX H [UIECHEBBIX
rpubos

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

iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrcTBUe B 1 1

8. | Assay/KouanuecrBeHHOe OnpeaeeHue

9.78 mg/9.78 mr
(97.8 %)

Nimesulide /
Humecynun

9.0 mg to 11.0 mg of C13H1»N»OsS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 MI' 1O 11,0 Mr C13Hi12N2OsS
(uumecymun) (ot 90,0 % mo 110,0 % ot
HOMHHAJILHOTO coZiep>KaHus) B 1 r rend

Remarks : The Product conforms to ND/
IIpameuanne: IIpoaykT cooTeeTcTBYeT TpeboBaHUsAM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Hata: 07.11.2024 Jara: 07.11.2024

IToarorosnenHo: Pravesh Rana [TpoBepeno: Ramakant _{, Onobpeno: Menekep / Pykosonurens
o ﬁ nb:O'YL Amit Kumar If\\_..ﬂ\’/"
Reprint Date / Reprint Date/  \~ Reprint Date/ ¢

Jara: 07.11.2024

Registered Office: 8-2-337, Road e, 2, Banjara Hills, Hyderabad - 500034, Telangana, India

fel 91 45 4800 2300, fax: +9

CINL L

04900 2299, Email: maii@drreddys.com
054P1984PLCG04507
widrreddys.com




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

; s
' L/ Q@ Vill. Khol, Nalagarh Road, Baddi,
Dr‘ Reddy S ‘—. Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hponykr: Haiis® AxTHBrenb (HHUMeCYAU) reNb I HApY/KHOro npumenenus, 1 %, 100 r

Market / Poiok : Russia / Poccus

Batch No. / . V240731 Batch Quantity / . 12000.00 units /

Cepusa Ne ) Pasmep cepuu * 12000.00exuHKL
Analytical Repoz‘t No./ . 040002714335 Date of Analysis / . 07.11.2024
AHanauTnueckuii oruyer Ne Jata anaau3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jata npousBoacTBa Togen no

Mfg. License No. /

IMpouseoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3ns Ne

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

Page4 of 5/ Ctp. 4uz 5

9. | Dimethyl sulfoxide / 95.8 % 90% to 110% of Co:HsOS (dimethyl
JumeTHicyab(poKrcHn sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(nuMeTHIICYTbPOKCHT) OT
HOMHMHAJIEHOTO COZICpIKaHHs

10. | Package / Ynakoska 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 100 r B TyOy u3
JIAMHHHPOBAHHOTO ATIOMMHHS, CHaOXXEHHYI0O MeMOpaHOHW IUII KOHTpPOJIA
nepeoro BekpbiTud. Kaxxayro Ty6y BMecTe ¢ HHCTPYKLMEH 110 MEIULIMHCKOMY
[PUMEHEHHIO MOMEILAOT B NaYKy 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.

*[IokasaTeab MOXKET OTCYTCTBOBATH B cepTHdMKAaTE aHAIN3A npousBoadTen. Ilponssoguren
rapaHTHPYeT KA4YeCTBO NPenapara no 3THM MHoKa3aTe M.

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

Nimesulide / Humecynun

API manufacturer batch number / NMS/14090587
Homep cepun npoussoautesi APC:

FP Manufacturer API Batch number /

Howmep cepun cy0cTaHIHH NPOH3BOAUTENA FERA00552

I H

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

IIpousBogurens APC, crpana: Aaptu Hparc JItn., Unaus

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

IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusam HJL 3akmiouenne: QJJIOBPEHO

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

[Moarotoeneno: Pravesh Rana 7 ITpoeepeno: Ram; #{a t |\ Onobpeno: Menenep / PyxosonuTens
- Jj &‘hl%/ Amit Kumar P =

Reprint Date / Reprint Date / = ReprintDate/ V=

Hara: 07.11.2024 Hara: 07.11.2024 Hata: 07.11.2024

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fav: +51 440 4900 2996, Ernail: maii@drreddys.com
CING LSS135AP1984PLCONAS07Y
v, drreddys.com




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

_ =
‘ i/ X Vill. Khol, Nalagarh Road, Baddi,
Dr"'Reddy S !-. Bistt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel: +91 98156 56001-02
CEPTHOHKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haii3® AxruBresb (HUMeCYJIHA) reftb IS HAPYXKHOro npumererns. 1 %. 100 r

Market / Prinox : Russia / Poccus

Batch No. / . V240731 Batch Quantity / . 12000.00 units /

Cepus Ne ) Pasmep cepun " 12000.00eaunuL
Analytical Repourt No./ . 040002714335 Date of Analysis / . 07.11.2024
AHajuTHYecKHil oTueT Ne HJata ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

HaTta npousBoacTea T'onen oo

Mfg. License No. /

IIpou3BoacCTBEeHHAS : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
Jnuuen3us Ne

Analysis performed according ND / Ananu3s npoeeaes no HJI: JITI-Ne(001336)-(PI'-RU)-251022
Page5of 5/ Crp. Su3z 5

NS addrf:ss, a.uthorlzatlon 1.\10 i 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) /
I:;:ﬂ?::ziaﬁre;;eigi;:l:;t;p = -p Pennw’c JIaboparopuc JIta., Hunus, [lpoussoacteentoe

i/ noapasaeneune-6, Bumiamk Kxons, Hanarapx Poyn, bannu,
MPOU3BO/ICTEO/KOHTPOIE KA'IeCTBA/BRITYCK Conan Tucrpukt, X.I1. 173205, Unana (JInuensus 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».

3aka04eHue 0 cooTBeTcTBHH: «HacToAmuM s OATBEPK/IA0, YTO NPHUBEICHHAS BHIIIE HHPOPMAIHS ABISACTCS
JOCTOBEpHOH M TOYHOH. DTa cepHs MPOAYKIHMH Mpou3BeeHa (BKIOYAs YNaKOBKY (MapKHPOBKY) ¥ KOHTpOJb
KauecTBA) Ha BBIIEYKA3aHHOMW IMPOM3BOJCTBEHHOM IIIOImMaAKe (IUIOMAAKax) B IMOJTHOM COOTBETCTBHM C
TpeGoBanmaMy [IpaBH HaUIEXkKAIIEH TPOU3BOACTBEHHON MPAKTHKH EBpasuicKoro 3KoHOMMYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuts6ps 2022) u TpeOOBaHHAMH KOHTPOI KadeCTBa JIEKAPCTBEHHBIX
CPEJICTB, @ TAK)KE B COOTBETCTBUH CO CHENU(PHKAIHAMH, COAECPKAINMMHUCS B PETUCTPALIMOHHOM JI0CHE CTPaHBI-
HMIIOpTEpa. 3alMCH II0 NMPOU3BOACTBY, YIAKOBKE M AHAIM3y IPOBEPEHBI, M YCTAHOBICHO HX COOTBETCTBUE
Tpe6oBanuamM [IpaBui Hauiexalel IpoN3BOICTBEHHON NpakTuKH EBpasuiickoro 3KOHOMHYIECKOTO CO03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoaykT cooTBeTcTBYET Tpebopanusam HJT 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosieHo: Pravesh Rana % IIpoBepeno: Ramgrkant Onobpeno: Menemiep / PykosoauTeis
E’; o Amit Kumar P S

Reprint Date / Reprint Date / Reprint Date/ ! =
Hata: 07.11.2024 Hara: 07.11.2024 Hata: 07.11.2024

Rewistered Cffica: 8-2-327, Road Ne. 3, Banjara Hills, Hyderabad - 50C034, Telangana, india

Tel: +61 40 2900 2900, Fax: 972 40 4900 2999, Ermail: maii@drreddys.com

CIN: 1.85125AP1934PLCONAS0TY
WAWALGTTRGAYE.Com



