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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Npoaykr: Hajizs® Axtusrens (HUMeCyNH) reib JUIs HApYKHOTO NpuMeHeHus, 1 %, 100 T

Market / PplHok : Russia / Poccus

Batch No. / . V250215 Batch Quantity / . 11882.00 units /

Cepusi Ne ) Pasmep cepun * 11882.00enunnLy
Analytical Repourt No./ . 040002873367 Date of Analysis / . 30.03.2025
AHanuTHueckuii otuet Ne JlaTa ananu3za

Date of Manufacture / . 03/2025 Date of Expiry/ . 022027

JlaTa npon3BoacTsa T'onen no

Mfg. License No. /

[1pouszBoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI™-RU)
Junensus No

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

Page1 of 5/Ctp. 1u3 5

yellow gel with characteristic odor /
OmHOPOAHBIHA TMpPO3pauHblid  rejb
OJIeIHO-IKENTOTO 1[BETA c
XapaKTepPHbIM 3aM1aXxoM

JI:{IR? 1 Test / IlokazaTenn Result / PesyasTar Specification / Hopma
1. Description / Onucanune Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor/
OpHopoAHBI MpO3pauHbBIl  reiab OT
HecupeTHOTO A0 61EHO-KENTOTO LIBETA
C XapaKTEPHBIM 3aMaxoM

Identification / UaneHTHOHKAL

s

a) HPLC / BDXKX

Complies as prescribed /
CootBercTByeT TpeOOBAHUIM

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>uBaHHs
OCHOBHOTO NHKa Ha XpoMarorpamme

UCITbITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BpeMeHH
yaepKUBaHWS OCHOBHOIO TMHKa Ha
XpoMaTrorpamme pacTBopa
CTaHAapTHOro ofpasua HUMecynuja
(pazmen «Konn4aecTBeHHOE
ONIpe/IeJIEHUEY)

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanusm HJI

3akawuenne: OJJOBPEHO

Prepared by /
IMToaroTtorneno: Santosh Kumar
Maurya ( z)?

2

Checked by /
IIposepeno: Pardeep Kumar

g

R

Approved by: Manager/Executive /
Ono6peno: Menexep / Pyxoeonurens
Amit Kumar \ L/

{

Reprint Date /
Jara: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
MNpoayxr: Haii3® AkTuBresnb (HUMECYIINN) Teflb MUl HAPYXKHOTO npumenerns, 1 %, 100 1 )
Market / Pbinok : Russia / Poccus
Batch No. / . V250215 Batch Quantity / . 11882.00 units /
Cepusi Ne ) Pa3mep cepuu * 11882.00e1uHuIL
Analytical Repovrt No./ . 040002873367 Date of Analysis / . 30.03.2025
AHaJIuTHY eckHii oTyeT Ne JlaTa aHa/n3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JaTa npou3poacTBa I'ogen no
Mifg. License No. /
IIpouszBoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JHLEeH3Hs No

Analysis performed according ND / Ananus nposeaes no HJI: JITI-Ne(001336)-(PT-RU)-251022
Page2 of 5/ Crp. 23 5

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

Y ®-criektpodoTo mMeTpus CootercTBYeT TPEOOBAHUAM solution should have absorption
maximum at 397+5nm / Y®-cnexrp
NOCJIOUIEHHS HCMBLITYEMOro  pacTBopa
JOJDKEH UMETh MaKCHMYM MOIJIOIECHUS
mipu 397+5 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B coorBeTcTBHH
Macea cogepRHMOro ¢ TpeboBanusmu I'® PO
YNAKOBKH
4. | pH 3.28 25t04.5/0t12,5n04,5
5. | Viscosity / Baskoctn 956.2 centipoise / 400 to 1,200 centipoise /
956.2 caHnTHIyas Ot 400 no 1200 canTunyas
6. | Impurities / Ilpumecn
i. | Impurity C/ Not detected / He obHapyxeHa Not more than 0.50 % /
TTpumeck C He 6omee 0,50 %
ii. | Impurity D/ Below LOD (LOD =0.02 %)/ | Not more than 0.50 % /
I[pumecs D Huxe npenena obuapysxenns (II0 | He 6onee 0,50 %
. . =0.02 %) '
iii. | Any other impurity / Not more than 0.50 % / 4
JIro6as npyras npumech 0.04 % He 6onee 0,50 %
iv. | Total impurities / Not more than 1.50 % /
CyMmma npumeceit 0.10 % He 6onee 1,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipoayxt coorBercTByeT Tpebosanuam HJI 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Santosh Kumar IIpoeepeno: Pardeep Kumar Onobpeno: Menenxep / P);I{OBOJJI/ITGIIB
Maurya { Amt Kumar S iyl
@’/’4 ::J — ‘/\ =
Reprint Date / Reprint Date / Reprint Date / '
Hara: 30.03.2025 Hara: 30.03.2025 Hara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Mpoaykr: Hait3® AxTusrens (HUMECY/ina) reib A HapykHOro npuMeHeriis, 1 %, 100 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V250215 Batch Quantity / . 11882.00 units /

Cepns Ne ) Pa3zmep cepun © 11882.00envHuUL
Analytical Report No./ . 040002873367 Date of Analysis / . 30.03.2025
AHanutHyeckuii oTyetr Ne JaTa ananauza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npou3BoacTBa TogeH o

Mfg. License No. /

IIpousBoacrBeHHast : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI"-RU)
auuensus Ne

Analysis performed according ND / Ananu3 nposegen no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 5/ Crp.3 u3 5

7. | Microbial purity* / MakpoOuonorndeckas ancrora*

i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Ob1uee uncao a3pobHBIX He 6onee 100 KOE/r
MHKPOOPTaHH3MOB
i1. | Total Combined Yeast and NA Not more  than 10 CFU/g /
mould count / O6wee uncno He Gonee 10 KOE/r
JPOOKEBBIX M TUIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrctBHe B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/

OtcyrcTBHEB I T

8. | Assay/ KoanyecTBeHHOE OnpeaeIeHHE

Nimesulide /
Humecynun

9.94 myg /9.94 mi
(99.4 %)

9.0 mg (o 11.0 wyg of Ci3H12N2058

claim)in 1 g of gel /
Ot 9,0 mr mo 11,0 mr Ci3H;2N205S

(nimesulide) (90.0% to 110.0% of label

(anmecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJIBHOTO cojiepykaHus) B 1 r ress

Remarks : The Product conforms to ND/

IMpumeuanne: [Ipogykr coorBeTcTByeT TpeboBanusaM HJL

Conclusion : APPROVED /
3axnouenue: OJOBPEHO

Prepared by /
IToaroromneno: Santosh Kumar
Maurya 5

7

-

Checked by /
ITposepeHo: Pardeep Kumar

(

i W

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosoautens

Amit Kumar A~ L-
J -

Reprint Date /
Jara: 30.03.2025

Reprint Date /
Jlara: 30.03.2025

Reprint Date / *

Hara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2399, Email: mail@drreddys.con

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Market / PbiHOK : Russia / Poccus

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
TMpogykr: Hais® AKTuBrenb (HUMeCYNUA) Tellb MUl HAPYXXHOTO NpumMeHenns, 1 %, 100 ©

Batch No. / . V250215 Batch Quantity / . 11882.00 units /

Cepus Ne ) Pasmep cepuu * 11882.00en1nun
Analytical Repourt No. / . 040002873367 Date of Analysis / . 30.03.2025
AHAaTUTHYECKHIT 0TUeT Ne JlaTa aHa/u3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTta npon3BoacTBa I'onen no

Mfg. License No. /

IpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JiMuUeH3us1 Ne

Analysis performed according ND / Ananu3 nposenex no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page4 of 5/Ctp. 4mn3 5

9. | Dimethyl sulfoxide /
JAumernicyiabporcua

100.7 %

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

Ot 90 % nmo 110 % C;HsOS
(mumetnncynsdoxcua) ot
HOMHHAJILHOT'O COJepIKaHUS

10. | Package / YmakoBka

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 TyGy u3
JJAMHHUPOBAHHOTO ATIOMMHHS, CHabXEeHHYI0 MeMOpaHOH Ui KOHTpPOJs
nepBoro BCKpbITHA. Kaxayio Ty0y BMecTe ¢ HHCTPYKLHEH 10 MeAMUHHCKOMY
HAPUMEHEHHUIO NOMELIAIOT B [TaYKy 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.

*[Ioka3zaTesb MOXKET OTCYTCTBOBATH B cepTH(hHKAaTe aHA/IN3a nNpon3BoauTe . Ilpou3BoguTen
rapaHTHpyeT KAa4eCTBO Npenapara mo 3THM IoKa3aTe M.

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

Nimesulide / Humecynun

API manufacturer batch number /

I'Jd:

Homep cepun nponssoaurens ADC: INMS/IEs1 20808
FP Manufacturer API Batch number /
Homep cepuH cyOcTaHIIHH NPOH3BOAHTEIS FERA00752

API Manufactured by & country /
ITpouszpoaurenr ADC, crpaHa:

Aarti Drugs Ltd., India /
Aaptu Hparc JItn., Unnua

Remarks : The Product conforms to ND/

Ilpumeuanne: Ilponykr cootsercTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akawuyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroTosneno: Santosh Kumar ITposepeno: Pardeep Kumar Onobpeno: Menemiep / PykoBogurenn
Maurya 2 / Amit Kumar \ L

Reprint Date / Reprint Date / Reprint Date / '

Hata: 30.03.2025 Jarta: 30.03.2025 Jata: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiis® AkTuBrenms (HuMecyIIi/l) Telib Ul Hapy iHOro npumeresns, 1 %, 100 T

Market / PbiHok : Russia / Poccus

Batch No. / . V250215 Batch Quantity / . 11882.00 units /

Cepns Ne ) Pa3zmep cepun © 11882.00equHHL
Analytical Repourt No./ . 040002873367 Date of Analysis / . 30.03.2025
AHanuTnueckuii oTyer Ne HaTta anaau3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npou3BoacTea T'onen no

Mfg. License No. /

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

Analysis performed according ND / Anaaus nposeaer no HJI: JITI-Ne(001336)-(PI'-RU)-251022
PageSof 5/ Crp. S5u3 5

Ses addrfzss, ztuthorlzatlon 1.\10 g 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) /
EJ?:M:HzEaz:e;:Eii:s;:;p THUEHHH H-p Pennw’c Jlabopatopuc JItn., Unaus, IlponssoacTeeHHoe

MARKH, ocy noapazaencuue-6, Bunnamxk Kxons, Hanarapx Poyn, Banau,
WPOHIBOACTEO/KOHTPOIE KAYCCTRA/BIMYC Conan JJucrpukr, X.I1. 173205, Uunus (Jlnuensus Ne
IR i 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».

3akj04denne o cooTBeTcTBHH: «HacTosdinuM S MOATBEPKAAL0, YTO MPHUBEICHHAS BBIIE HH(POpMAIUs SBJIAETCS
JOCTOBEPHOU W TOYHOH. DTa CepHsl MPOAYKIMH MPOU3Be/eHa (BKIIIOUYasl yIIaKoBKY (MapKHpPOBKY) U KOHTPOJIb
Ka4yecTBa) Ha BBINICYKA3aHHOHW TIPOM3BOJICTBCHHOH TIIOMAAKC (IJIOIMAAKAaX) B IIOJHOM COOTBCTCTBHH C
tpebopanuamu [IpaBui Haiexkame Mpou3BOJACTBEHHON NpakTHKH EBpazuiickoro skoHoMHueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOOBaHUAMH KOHTPOJNS KadeCTBa JIEKAPCTBEHHBIX
CPENCTB, a TAK)X€ B COOTBETCTBHH CO CIEIUPHUKAIUSIME, COAEPKAIUMUCS B PETUCTPAIIMOHHOM JIOCHE CTPaHBI-
UMIIOpTEpa. 3amucH MO IPOU3BOACTBY, YIAKOBKE M aHATH3Y IIPOBEPEHBI, M YCTAHOBICHO HX COOTBETCTBHE
TpeboBarusM [IpaBui HajIeKamel IPOU3BOICTBEHHON MPaKTHKH EBpazuiickoro 53KOHOMHUYECKOTO COF03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameuanne: [Ipoaykr coorBeTcTBYeT Tpebopanusm HJL 3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Santosh Kumar [Tpoeepeno: Pardeep Kumar Onobpeno: Menemxkep / Pyiioaouwrenb
Maurya @L_ rl S Amit Kumar /\ =

Reprint Date / Reprint Date / Reprint Date / ;

Hara: 30.03.2025 Mara: 30.03.2025 [Hara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




