Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Dr. Reddy's Laboratories Lid.
Forrmulation Unit-6

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Hali3® AkTHBrens (HUMecyiu1) reb JUis HAPYKHOro npumesenns, 1 %, 50 r

Market / Pnltok : Russia / Poccus

Batch No. / J— [Batch Quantity / _23420.000units / i
Cepus Ne ) Paszmep cepun © 23420.000 equnny

Analytical Repourt No. / . 040002772722 Date of Analysis / . 29.12.2024

AHanurHdecknid oTuer Ne JlaTa aHasM3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npounzgoacTBa Topen no

Mfg. License No. /

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

JHueH3us Ne

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

Page 1 of 6/ Ctp. 1 u3 6

No/

Ne Test / Ilokazarenn

Result / Pesyabrat

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor/
OpHOpOoAHBIH mNpo3payHbIfl  Telb
6J1eTHO-KENTOro 1[BeTa c
XapakTepHBIM 3aaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor/
OpHoponHEIH NpO3payHbIl  reib  OT
6ecUBETHOrO 10 OJIeHO-KENTOrO LBETA
C XapaKTEePHBIM 3arlaxoM

2. Identification / UnenTuduranns

a) HPLC / BO)KX

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 ynepauBaHHs
OCHOBHOTO [MMKa Ha XpoMaTorpaMme

HCTIBITYEMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATH BPEMEHH
yAep>KHBaHUA OCHOBHOTO MHKa Ha
XpoMaTorpamMme pacTBopa
cTaHgaptHoro obpasna HuMecynuzaa
(paznen «KonudecTBeHHOE
OTIpe/IeJICHUE)

Remarks : The Product conforms to ND/
Ipumeuanne: IIponykT coorsercTByeT Tpebosanmsm HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[ToarorosneHo: Santosh Kumarl, ~
Maurya ;?_l__

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens
Amit Kumar

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jlara: 29.12.2024

Reprint Date /
Jata: 29.12.2024

¥

Registered Office: 8-2-237, Road No. 3, 2anjara Hills, Hyderabad - 500034, Telangana, indis
Tel. +51 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com

CIM: 1.85195AP1984PLCO04507
wwyw.drreddyvs.com




Dr.Reddy’s €3¢

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 98166 56001-02

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® Akrusrens (HUMECYIUA) refib A HAPY>KHOTO MpUMeEHeHHs, 1 %, 50 r

Market / PutHok

: Russia / Poccus

Batch No. / . V240931 Batch Quantity / . 23420.000units /

Cepus Ne ) Pazmep cepumn * 23420.000 enunun
Analytical Repovrt No./ . 040002772722 Date of Analysis/ . 29.12.2024
AHanuTHYeCKHi oTYeT No JlaTa anann3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npou3BOACTBa T'oageH o

Mfg. License No. /

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

Analysis performed according ND / Anasiuz nposeaen no HJ{: JITT-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 2 3 6

No /

Test / Iloxazarenn
Ne

Result / PesyabTar

Specification / Hopma

b) UV spectrophotometry / Y-
CIeKTPodoTO MeTpHs

Complies as prescribed
CooTBeTCcTBYET TpeOOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnektp
MOTJIONIEHHsS. HCIIBITYEMOIO pacTBOpa
JIOJDKEH HUMETh MaKCHMYM NOTJIOLICHHUS
npu 397+5 Hm

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBeTcTBHH
Macca cogep:kuMoOro ¢ Tpeboranusmu ['® PO
YHaKOBKH
4. | pH 3.26 25t045/012,5004,5
5. | Viscosity / BazkocTs 956 centipoise / 400 to 1,200 centipoise /
956 canTHmyas Ot 400 no 1200 canTHmyas
6. | Impurities / [Ipumecn

i. | Impurity C/

Not detected / He obHapyxeHa

Not more than 0.50 % /

Ipumecs C He 605ee 0,50 %
i. | Impurity D/ Not detected / He oOHapyxeHa Not more than 0.50 % /
IMpumecs D He 6onee 0,50 % S

Remarks : The Product conforms to ND/

llpameuanue: 1lpoaykr coorBerctByer TpeboBanusm H /|

Conclusion : APPROVED /
3akawouenune: ONOBPEHO

Prepared by /
ITonroroeneno: Santosh Kumar -
Maurya @

e o

Checked by /
[MporepeHo: Pardeep Kumar

I

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurtens
Amit Kumar

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreadys.com

CIN: L85195AP1984PLCO04507
www.drreddvs.com




Dr.Reddy’s Q-:'

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel: +91 98166 56001-02
www.drreddys.com

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiiz® Akruerens (HUMECYIHUA) resb A1 HAPY)KHOTO NpuMeHeHus, 1 %, 50 r

Market / Pulvok

: Russia / Poccus

Batch No. / . V240931 Batch Quantity / . 23420.000units /

Cepus Ne ) Paszmep cepun * 23420.000 epuHML
Analytical Repovrt No. / . 040002772722 Date of Analysis / . 29.12.2024
AHaluTHYeCcKuii oTueT Ne JlaTa ana/u3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTta npousBoacTBa T'open o

Mfg. License No. /

IpouszBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT-RU)
Juuen3ns Ne

Analysis performed according ND / Auann3 nposeaen no HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp. 3136

No /

No Test / Iloxa3aTeb Result / PesyabTar Specification / Hopma
1ii. | Any other impurity / 0.03% Not more than 0.50 % /
Jlrobas npyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /
CymmMa npumecei He 6onee 1,50 %
7. | Microbial purity* / Mukpo6uonorudeckasi Yucrora*®
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O6uiee umcso aspoObHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obee umcio He 6onee 10 KOE/r
JIPONCOKEBBIX H MIECHEBBIX
rpuboB
1ii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBue B 1 T
iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrcTBUE B 1 T
8. | Assay/KosndyecTBeHHOe onlpeaeleHHe

Remarks : The Product conforms to ND/
Ipumeganne: [poayrr covrserersycer rpebusadmiv HJT

Conclusion : APPROVED /
Farknwuenue: OJTOBPEHO

Prepared by /
IToaroroeneno: Santosh Kumar

Maurya ( /é)

e

Checked by /
[TpoBepeHo: Pardeep Kumar

.

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens
Amit Kumar

A

Reprint Date /
Hara: 29.12.2024

Reprint Date / -
Jlara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drredidys.com

CIN: L85195AP1984PLLA04507
wwwe.drrecdvs.com




Dr. Reddy's Laboratories Ltd.
] .... Formulation Unit-6
Dr. Reddy S ® Vl.“. Khol, Na!a.agarh Road, Badd,
. Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haii3® AKTHUBreNns (HUMECYIUN) T€Nlb LISl HAPYXKHOTO NPUMEHEHHS, 1%,50r

Market / Puinok : Russia / Poccust

Batch No./ . V240931 Batch Quantity / 23420.000units /

Cepusi Ne ) Pasmep cepuu " 23420.000 eanHMI
Analytical Report No. / . 040002772722 Date of Analysis / . 29.12.2024
AHanuTHyeckni oTuer No JaTa anajusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npousBoacTBa T'ogen oo

Mifg. License No. /

IIpou3BoacTBEeHHAsT : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auueHsnsa Ne

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

Paged4 of 6/ CTp. 41u3 6

JI:I.(? 4 Test / Iloka3aTesnb Result / PesyabTar Specification / Hopma
Nimesulide / 9.87mg/9.87 mr 9.0 mg to 11.0 mg of Ci3H12N2OsS
Humecynun (98.7 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gof gel /
Or 9,0 ML 10 1 1,0 MI C13H12N2058
(aumecymun) (ot 90,0 % 10 110,0 % ot
HOMHHAJILHOTO COZIep>KaHus) B 1 r rens
9. | Dimethyl sulfoxide / 101.2 % 90% to 110% of C;HsOS (dimethyl
JumeTniacyiab(okcHn sulfoxide) of label claim /
Ot 90 % nmo 110 % CHsOS
(numeTHnCYnbHOKCH) OT
HOMHHAJTEHOTO COAEPIKaHHA
10. | Package / Ynaxoska 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 H3
JAMUHUPOBAHHOTO ANIOMHHHUS, CHabkeHHyI0O MeMOpaHOH JUI1 KOHTpOJA
nepBoro Bekpbitus. Kaxayio Ty0y BMecTe ¢ HHCTpYKLHMEH 10 MEJULIUHCKOMY
MPAMEHEHHUIO TIOMEILAIOT B N1a4Ky 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.
*Tloka3aTe/ib MOMET OTCYTCTBOBATH B cepTH(HKATE aHAIH3a Npon3BoauTens. IIponssoguTens
rapaHTHPyeT Ka4yecTBO Npenapara 1o 3THM IoKa3aTeJIsaM.

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

IIpumcuanunc: [Ipogykr coorpercTnyet Tpebonanusam 111 3akmouenne: OJOLPEIIO

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

IoarorosneHo: Santosh Kumas [Mporepeno: Pardeep Kumar Onobpeno: Menemkep / Pykorogurens

Maurya ), P Q[_,/ Amit Kumar & o ;":/-

Reprint Date / Reprint Date / Reprint Date / ‘

Jara: 29.12.2024 Jara: 29.12.2024 Jara: 29.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei. +91 40 4900 2900, Fax: +91 4C 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC304507
www.drreddvs.com




Dr.Reddy’s ‘,’:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A www.drreddys.com

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

Hpoaykr: Haiiz® AxruBresns (HUMeCYaun) renb Ui HAPYXKHOTO NpUMEHEeHHs, 1 %, 50T

Market / PoInok : Russia / Poccust

BatchNo./ . V240931 ~ [Batch Quantity / . 23420.000units /

Cepus Ne ) Pazmep cepuu * 23420.000 equHun
Analytical Report No. / : 040002772722 DateiofiAualysis) : 29.12.2024
AHaJuTHYEeCKHH 0TYeT No JlaTa anajau3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npou3BoacTBa T'open no

Mfg. License No. /

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

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

PageSof6/Crp. 51u3 6

(MHH):

“API name (INN) / HaumenoBaune ADC

Nimesulide / Humecynun

API manufacturer batch number /

Howmep cepun nponspogureis APC: e
FP Manufacturer API Batch number /
Howmep cepuu cyocTanmun FERA00619

npoussoaurena I'JIPD:

API Manufactured by & country /
ITpouzBoaurteanp A®C, cTpaHa:

Aarti Drugs Ltd., India /
Aaptu Mlparc JIta., Uunus

Release site /

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

HaumeHnoBanHe, agpec H HOMep
JIMUEeH3HH IUTOIAAKH,
OCYIIeCTBIAIOIICH
NPOU3BOACTBO/KOHTPOJIL
KadecTia/Buinyck I'JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Peanu’c Jlaboparopuc JIta., Unaus,
IMpousBoncTBeHHOE NMoapaszaenenue-6, Bunnamx Kxons,
Hanarapx Poyn, bamau, Conan JQuerpukt, X.I1. 173205,
Hupps (Junensus 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/

Conclusion : APPROVED /

Mpumeyaune: [Tpopyry covrsercisyer rpebuBanusm HJT Sakmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[onrororneHo: Santosh Kumar;@ [Tporepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBonutens
M W' p Amit K [

aurya o cLlf ) umar /\( s
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreadys.com

CIN: L85135AP1984PLCO04507

www.drreddvs.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND}A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTU®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMponyxr: Haiis® AkruBreanb (Humecy:1) reb JUIS HApYAHOro npumerenud, 1 %, 50 T

Market / PolHok : Russia / Poccus

Batch No. / —— ) Batch Quantity / ~23420.000units /

Cepusi Ne ' Pa3zmep cepun * 23420.000 equHUL
Analytical Repovrt No. / . 040002772722 Date of Analysis / . 29.12.2024
AHaJUTHYEeCKHIT 0TYeT Ne Jara ananuza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npou3soacTBa Togen oo

Mfg. License No. /

IpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIHLEH3Us Ne

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

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 establishedy.

3akiogenue o cooTBercTBuM: «HacTosmum s mOATBEpXKIal0, YTO IPUBECHHAs Bblle HHGOPMALHUsL ABJLIETCS
JIOCTOBEPHOM M TOYHOM. DTa CepHs MPOIYKIMH NPOHM3BEICHa (BKIIOYas yNaKoOBKYy (MapKHPOBKY) H KOHTpOJb
KauecTBa) Ha BBINIEYKAa3aHHON NPOM3BOACTBEHHOH IUIommajake (IUIOLaAKax) B IIONHOM COOTBETCTBHH C
TpeGoBanusMu [IpaBui Hansexaiieil MpoU3BOICTBEHHON NPaKTHKHU EBpazuiickoro s3koHOMH4eCKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeGOBaHMAMH KOHTPOJIS KadeCTBa JIEKAPCTBEHHBIX
CpeICTB, a TAK)XE B COOTBETCTBMU CO CIEIH(HKAIIUAMHU, COAEPKAUMHUCA B PETHCTPALIMOHHOM J0ChE CTPaHbI-
UMIIOpTepa. 3amdcH IO IPOM3BOACTBY, YHNAKOBKE M aHAIHW3y IIPOBEPEHBI, M YCTAHOBICHO HX COOTBETCTBHE

Page 60of 6/ CTp. 613 6

tpeboBanusM [IpaBun Haanmexamied Iporn3BOICTBEHHOMN IPAaKTUKH EBpasuiCKOro 5KOHOMHYECKOI'0 COXO3a».

Remarks : The Product conforms to ND/
Ipumeuanne: Ilponykr coorsercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akarouenune: OJOBPEHO

Prepared by /

Maurya

IToarorosneno: Santosh Kumal}%
A

-

Checked by /
[Mpoeepeno: Pardeep Kumar

S

g —

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoautens

Amit Kumar =

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Mara: 29.12.2024

Reprint Date /
Jlara: 29.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddvs.com




