Dr.Reddy’s Q%.‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
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
Iponykr: Haii3® AxTuBrens (HUMeCYNMA) Tefb ULl HAPYXKHOTO MpuMeHeHnd, 1 %, 50

Market / Poinok : Russia / Poccust

Batch No. / . V230888 Batch Quantity / . 23271.00 units /

Cepus No ) Pa3zmep cepun * 23271.00 exqunuL
Analytical Repourt No. / . 040002288808 Date of Analysis / . 23.11.2023
Ananurudeckuii oryet No JlaTa aHa/uM3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npou3BOACTBA I'opgen go

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JuueH3us Ne

Analysis performed according ND / Ananu3s nposeaen no HJI: JITI-Ne(001336)-(PT'-RU) dt. 25.10.2022 /

JIII-Ne(001336)-(PI'-RU) ot 25.10.2022

Page1of 6/Ctp. 1136

No /

Test / Iloka3zarenn
Ne

Result / PesyabTar

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OAHOPOAHBIN NMPO3Pa4HbIH reNlb
GneIHO-KEITOrO 1[BETAa C
XapaKTEePHBIM 3aaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpPOOHBIA NPO3pauHbIl  reiab  OT
GecLBeTHOro 10 ONeNHO-KENTOro LBeTa
C XapaKTepHbIM 3a[1aXoM

2. Identification / UnenTudukanus

a) HPLC / BDXKX

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 ynep:xuBaHHS
OCHOBHOIO TMHKa Ha XpoMaTorpamme

HCIBITYEMOT 0 pacTBopa  JOJDKHO
COOTBETCTBOBATH BpPEMEHHU
VIEP)KUBAHMS OCHOBHOrO TIHKa Ha
XpOMaTorpaMmme pactBopa
cTaHaapTHoro obpasua HUMecyauaa
(pazmen «KonuuectseHHOE
omnpeleeHHe»)

Remarks : The Product conforms to ND/

IIpumeuanne: ITpoaykt coorBeTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

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

IMoarororneno: Ankit ITposepeno: Santosh Kumar OnobpeHo: Menemep / PykoBogurens
Maurya (G Abhishek Chauhan {

Reprint Date / Reprint Date / Reprint Date / J

JHata: 23.11.2023 MHara: 23.11.2023 Jara: 23.11.2023

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6

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

CERTIFICATE OF ANALYSIS 1o : +91 98166 56001-02
CEPTUDPHUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponykr: Haii3® AkTHBressh (HUMECYIMA) renb MUl HAPYKHOTO npumerenns, 1 %, S0 r

Market / Pbinok : Russia / Poccus

Batch No. / . V230888 Batch Quantity / . 23271.00 units /

Cepus Ne ) Pazmep cepun " 23271.00 exuHuL
Analytical Report No. / < 040002288808 Date of Analysis / . 23.11.2023
AHanuTHyecKuii oTyeT Ne JlaTa aHau3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JaTa npoussoacTsa I'onen go

Mfg. License No. /

IIponsBoacTBeHHast : MNNB/05/263 MA number: / Homep PY : JIITI-Ne(001336)-(PT-RU)

JnueH3nst Ne

Analysis performed according ND / Ananu3 nposeaen no HJI: JITI-Ne(001336)-(PT'-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PT-RU) ot 25.10.2022
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b) UV spectrophotometry / Y®-
cneKkTpodoTo MeTpUs

Complies as prescribed
CooTBeTcTBYET Tpe6OBaHUAM

/ | UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnextp
HOIJIOMIEHHST HCIIBITYEMOTO PacTBOpa
JODKEH UMETh MaKCHMYM MOTJIOLICHHUS
npu 39745 um

3. | Weight of package contents /
Macca conepxxkumoro
YIAKOBKH

51g/51lr

According to Rus. Ph. / B coorBeTcTBUM
¢ tpeboanusmu ['® PO

pH

3.25

2.5t04.5/0t12,5 n04,5

5. | Viscosity / BazkocTb

1025 centipoise /
1025 cantunyas

400 to 1,200 centipoise /
Ot 400 no 1200 canTHITyas

6. | Impurities / IIpumecn

i. | Impurity C/
ITpumecs C
ii. | Impurity D/
ITpumecs D

iii. | Any other impurity /

JIrobas npyras npumechb

Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

0.03%

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

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

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

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykt cooTBeTcTBYeT Tpebosanusam HJ{

Conclusion : APPROVED /
3axouenue: OJJOBPEHO

Prepared by /
TMMoravornenn: Ankit

/

Checked by /
IMporepeno: Santosh Kumar

Maurya €%

—————

Approved by: Manager/Executive /

Onotpeno: Menemxg¢p / PykosonuTenb
Abhishek Chauhan ;

Reprint Date /
Jara: 23.11.2023

Reprint Date /
Jara: 23.11.2023

Reprint Date /
Jara: 23.11.2023

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +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 %, 50 g
IMponykr: Haiis® AxkTHBress (HUMECYIIHA) TeNb JUISL HAPYXKHOTO npuMeHeHus, 1 %, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V230888 Batch Quantity / . 23271.00 units /

Cepust Ne ) Pa3mep cepun * 23271.00 exuHu
Analytical Report No. / © 040002288808 Date of Analysis / . 23.11.2023
AHajauTnyeckuii oTyet No HdaTta aHanuza

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npou3BOACTEA Toaen no

Mfg. License No. /

IIpounsBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auueH3us Ne

JIII-Ne(001336)-(PI'-RU) or 25.10.2022

Analysis performed according ND / Ananus nposeaen mo HJI: JITII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

0.1%

Page3 of 6/ CTp. 3 u3 6
Not more than 1.50 %/

iv, | Total impurities /
Cymma npumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6nonorayeckas 4ucrora*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ee urcso a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpPraHU3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / O6ee yuciio He 6onee 10 KOE/r
JPOMOKEBBIX U TLIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OrcyrctBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/

Orcytcreue B 1 1

8. | Assay/KonnyecTBeHHOe onpeae/ieHHe

Remarks : The Product conforms to ND/
IMpumeuanue: [poaykt coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zaxnruende: OJIOBPEHO

Hara: 23.11.2023

Hara: 23.11.2023

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

Ioarorosneno: Ankit [TposepeHno: Santash Kumar Onobpeno: Menekdp / Pykopoantens
//' // Maurya i Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 23.11.2023

Registered Office:

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
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
IMpoaykT: Haiis® AkTHBrens (HUMeCYIHA) redib JUls Hapy>KHoro npumeHenus, 1 %, 50 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V230888 Batch Quantity / . 23271.00 units /

Cepus Ne ) Pa3zmep cepuu " 23271.00 eavnun
Analytical Report No. / : 040002288808 Date of Analysis / . 23.11.2023
AHaJnTHYeckMii oTyeT No JlaTa ananusa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npou3BOACTBA I'onen no

Mfg. License No. /

IIpousBoacTBeHHAast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JHueH3ust Ne

Analysis performed according ND / Ananus nposeaex nmo HJI: JIII-Ne(001336)-(PT'-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PT-RU) ot 25.10.2022
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Nimesulide /
Humecynup

9.76 mg/ 9.76 mr
(97.6 %)

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 Mr 10 11,0 Mr Ci3H12N20sS
(rumecynun) (ot 90,0 % mo 110,0 % ot
HOMMHAJILHOT'O COAepkaHus) B 1 r rens

9. | Dimethyl sulfoxide /
JAumermiacynbdoxeus

98.9 %

90% to 110% of C;HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % mo 110 % C2HesOS
(aumeTuncynppoKkcua) ot
HOMMHAJIBHOTO COAEPKaHUA

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
JIQMIIIHPODAINIONO QUIIOMHIIES, ollafrorinyio MoMOpaioff A KouTposs
nepBoro BCkpbiTHa. Kaxayio Ty0y BMecTe ¢ MHCTPYKIMEH 10 MEIUUMHCKOMY
NPHMEHCHHIO TIOMEINAIOT B AYKy 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.
*Tloka3zaTesib MOKET OTCYTCTBOBATH B cepTHHKATe aHAaIN3a npou3BoauTens. Ilponssogurenn

rapaHTHpPYEeT Ka4eCTBO Npenaparta 1o 3THM IoKa3aTeJIiM.

Remarks : The Product conforms to ND/
Ipumeuanne: [ponykt coorBeTcTBYeT TpeboaHusaM HJI

Conclusion : APPROVED /
3akawdenne: OJJOBPEHO

Prepared by /
IIogrorosneno: Ankit

Checked by /

[Iporepeno: San}ﬂ sh Kumar
Maurya

Approved by: Manager/Executive /
Onofipern: Meuemxep / PykoronuTenh

Abhishek Chauhan

i

Reprint Date /
Hara: 23.11.2023

Reprint Date /
Jara: 23.11.2023

Reprint Date /
Jara: 23.11.2023

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTU®HKAT AHAJIN3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponyxr: Haii3® AKTHBrensb (HUMECYJIMA) Iefb Ul HapyXXHOTo npumeHeHus, 1 %, 50 r
MarKket / PboiHOK : Russia / Poccus
Batch No. / . V230888 Batch Quantity / . 23271.00 units /
Cepust Ne i Pa3mep cepuu * 23271.00 enuHuUn
Analytical Repourt No. / . 040002288808 Date of Analysis / . 23.11.2023
AHanuTHYyecKHii oTyeT Ne Jara ananusa
Date of Manufacture / . 11/2023 Date of Expiry/ . 10/2025
JlaTa npoM3BOACTBA T'ogen no
Mfg. License No. /
IIpouseoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne
Analysis performed according ND / Anann3 npoeeaen no HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JIII-Ne(001336)-(PI'-RU) ot 25.10.2022

PageS5of 6/Crp.5u3 6

API name (INN) / Haumenopanue AD®C

(MIHH): Nimesulide / Humecymnup,
API manufacturer batch number / NMS/13080769
Homep cepun nponsogutess ADPC:

FP Manufacturer API Batch number /

Homep cepnu cyocTaHIHH FEQA00580
npousBogurtens I'JIP:

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

IIponsBoauteanr APC, crpana: Aaptu [dparc JIta., Maous
Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaunmeHoBaHHe, aJpec H HOMep
JIHIEH3HH ILT0MATKH,
OCYILIECTBJIAIONEeH
HPOH3BOACTBO/KOHTPOJIb
kavyecTBa/Bbimyck I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pemnu’c Jlaboparopuc JIta., Uunus,
[TpousBoacTBeHHOe noapasaeneHue-6, Buamk Kxons,
Hanarapx Poyn, banmu, Conan Juctpuxr, X.I1. 173205,
Hupus (JIuuensus 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».

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT coorBeTcTBYET TpeboBanusM HJ[

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno; Ankit ITporepeno: Santosh Kumar Ono6peno: Menemxep /[PykoroauTenb
7\ > | Maurya 4% Abhishek Chauhan j (1

Reprint Date /
Iara: 23.11.2023

Reprint Date /
Hara: 23.11.2023

Reprint Date /
Jara: 23.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Distt. Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02
CEPTA®UKAT AHAJV3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoaykr: Haii3® AkruBrens (HUMECYNUA) refib 1)1 HApy>HOro npumeHeHus, 1 %, S0 r

Market / Prinok : Russia / Poccust

Batch No. / . V230888 Batch Quantity / . 23271.00 units /

Cepusa Ne ) Pa3smep cepun * 23271.00 eaguHuUL
Analytical Repovrt No./ - 040002288808 Date of Analysis / . 23.11.2023
AHanuTHyeckHii oTyer No JlaTa ananu3za

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JaTa npouspoacTsa I'onen no

Mfg. License No. /

IIpousBoacTBEHHAsA : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
auueH3ust Ne

Analysis performed according ND / Ananus nposeaen mo HJT: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) or 25.10.2022

Page 6 of 6/ CTp. 6 u3 6

3akmo4eHne 0 cooTBeTcTBHHU: «HacTosmuM s moaATBEpKIar0, YTO IPUBEICHHAS BhINIe HHPOPMALIUS SBIISIETCS
JIOCTOBEPHOH M TOYHOH. JTa cepus NPOAYKIHH NPOU3BeJeHa (BKIIOYas yNaKoBKY (MapKHpPOBKY) M KOHTPOJIb
KauecTBa) Ha BBIIEYKAa3aHHOW INPOU3BOACTBEHHOM IUIOIMIAAKE (IUIOINAIKaX) B IIOJHOM COOTBETCTBHH C
TpeboBanusamu [IpaBun HaIexameid TPOU3BOACTBEHHOM MpaKTUKH EBpa3znuiickoro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOGOBaHMSAMH KOHTPOJIS KAdyecTBa JIEKAPCTBEHHBIX
CPEJICTB, a TAaKXe B COOTBETCTBHH CO CHEIU(PHUKAUUAIMH, COIEPKAUIMMHUCS B PETHCTPAIITMOHHOM JIOChE CTPaHBI-
UMITOpTEpPa. 3allMCH [0 MPOU3BOJCTBY, YIAKOBKE W AHAIH3Y IPOBEPEHBI, H YCTAHOBJICHO HX COOTBETCTBHE
tpeboBanusm [IpaBun Hagexanie TPOU3BOACTBEHHOM MIPAKTHKU EBpa3sHiicCKOro SKOHOMHYECKOTO COX03a».

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

IIpnmeuanne: IIpoaykt cooTBercTBYeT Tpeboranusm HJ| 3axmwuenne: OJJOBPEHO

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

IoaroropneHo; Ankit ITposepeno: Santpsh Kumar Onobpeno: Menenxep / Pykpsoanurens
Maurya @?‘\ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / '

Hara: 23.11.2023 Hata: 23.11.2023 Hata: 23.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




