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CERTIFICATE OF ANALY

Dr. Reddy's Labaratories itd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, IND}A

Tel 1491 93166 55001-C2
SIS @ 91 6 560

CEPTH®UKAT AHAJIM3A

v drracddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haiis® AKTHBrenb (HUMECYJIUA) TeNb Ul HApYXKHOTo NpuMeHeHus, 1 %, 20 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V240122 Batch Quantity / . 57668.00 units /

Cepus No ) Pasmep cepuu * 57688.00 enuHuL
Analytical Repourt No./ . 040002459857 Date of Analysis / . 20.03.2024
AHaJIHMTHYeCKUI oTUeT Ne HaTa ananu3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

Jara npousBoacTsa I'onen no

Mfg. License No. /

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

Analysis performed according ND / Auann3 nposeaex no H: JITI-Ne(001336)-(PT'-RU) dt. 25.10.2022 /

JIN-Ne(001336)-(PT-RU) ot 25.10.2022

Page10of 6/ Crp. 1u3 6

No / . .

Ne Test / Iloxazarenn 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 /
/ OmHOPOIHBINA NPO3paUHBIi reflb OpHOpomHBIM TpO3pauHblil  reyib  OT
6J1eTHO-XKENTOro LBeTa ¢ OecLBETHOrO 10 OJIEAHO-KENITOro 1BETa
XapaKTepHbBIM 3aMaxoM C XapaKTepHbIM 3aIaxoM

2. Identification / UnenTudnrkanns

a) HPLC / BOXX Complies as prescribed / | The retention time of the main peak in

CoorBeTcTBYET TpeOOBaHUAM

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 yaepkuBaHus
OCHOBHOTIO THKa Ha XpoMaTorpaMmme

HCIIBITYEMOTO pacteopa JOJDKHO
COOTBETCTBOBATH BpEMEHH
YAEpXKXHBAaHHS OCHOBHOTO TMHKa Ha
XpoMaTorpaMmme pacTtBopa
cTaHaapTHOro obpasua HUMeCyIuaa
(paznen «KonuuectBeHHOE
ompeJieIeHHe»)

Remarks : The Product conforms to ND/
Hpumeuanune: [Ipogykt coorBercTBYeT Tpeboanusm HJI

Conclusion : APPROVED /
Zaxkmouenue: OJJOBPEHO

Prepared by /
INoarorosneHo: Ankit

|
A

Checked by /
[IposepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep) PykosogTens
Abhishek Chauhan A

Reprint Date / Reprint Date / Reprint Date /
Hara: 29.03.2024 Jara: 29.03.2024 JaTa: 29.03.2024
istered Ofnice: B-2-337, Road No. 3, Banjara Hills, Flyderanad - SUUU=4 |_=v:1||_~_l.-ﬁ.'-. HE]
Tal: #9140 4900 2900, Fax: +&1 40 4900 2529, Email: mail@drreddys.com

CIN: LE51GEAPLOSAPLCC04507

www. drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

Vill. khol, Nalagarh Road, Bacidi,
Distt. Soizn, H.P, 173 205, INDIA
Tei 0 +61 98166 26001-62

vewdrieddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

IIpoaykr: Haitz® AxTHBrens (HUMecyiun) redb A HapyXKHOTO MpuMeHeHus, 1 %, 20 r

Market / Poinok : Russia / Poccus

Batch No. / . V240122 Batch Quantity / . 57668.00 units /
Cepusi Ne ) Pazmep cepuu * 57688.00 exuHuUL(
Analytical Repovrt No./ . 040002459857 Date of Analysis / . 29.03.2024
AHaauTHyecKuii oTueT No JlaTa ananusa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JaTa npousBoacTBa I'oneH no

Mfg. License No. /

IIpounsBoncTBeHHAast

JINUEeH3us1 Ne

: MNB/05/263

MA number: / Homep PY

: JITI-Ne(001336)-(PT-RU)

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JIII-Ne(001336)-(PI'-RU) ot 25.10.2022

Page2 of 6/ CTp. 2 13 6

b) UV spectrophotomelry / Y®-
cnekTpodoTo MeTpHs

Complies as prescribed
CooTBeTcTBYET TPEOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnektp
MOTJIOLIEHHs! UCTIBITYeMOrO  pacTBOpa
JOJDKEH UMETh MaKCHMYM IOTJIOLIEHHUS
npu 397+5 um

3. |[Weight of package contents / 20g/20r According to Rus. Ph. / B coorBercTBum
Macca coaep:kuMoro ¢ Tpebopanusmu ['d PO
YNaKOBKH
4. | pH 333 25t045/012,5104,5
5. | Viscosity / BazkocTb 956 centipoise / 400 to 1,200 centipoise /
956 canTumyas Ot 400 no 1200 cantunyas
6. | Impurities / Ilpumecn

ii.

1.

Impurity C /

[Tpumecs C

Impurity D /

[Tpumecs D

Any other impurity /
Jobas npyras nprMechk

Not detected / He oOHapy»xeHa

Not detected / He oOHapy>xeHa

Below LOQ (LOQ = 0.03 %) /
Hlfl)KU llpU}_lUJl'cl RUOJNHNYCCTBCHHULI'O

onpenenenus (I1IKO = 0.03%)

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

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

Not more than 0.50 % /
He Gonee 0,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeOoranusm HJ[ 3akmouenne: OJOBPEHO
Prepared by / x Checked by / Approved by: Manager/Executive /
[Moarotoeneno: Ankit fl [Iposepeno: Santosh Kumar Opobpeno: Menemxep// PykopoguTesb

!K/ ~~ | Maurya @_ Abhishek Chauhan r
Reprint Date / Reprint Date / Reprint Date /
JHarta: 29.03.2024 Jara: 29.03.2024 Jara: 29.03.2024

rEn Uince: s=2-337, Koan'Na Hilis, Fyteranat SULUSH, 1ElEngdnd, indid

Tel =91 404900 2800,

3, Baniars

x:+21 40 4500 2929, Email: mail@direddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddv's Laboratories tid,
Formulation Unit-6

Vil het, Malagarh Road, Badidj,
Disti. Safan, H.P., 173 205, INDIA
T «01 93166 56001-62

wyvedireddys.com

o

Product : Nise Activgel (nimesulide) gel for external use, 1 %,20 g
Ipoaykr: Haiiz® AktuBresib (HUIMECYJH) FeNb U HAPYXKHOTo NMpuMeHeHns, 1 %, 20

Market / PoiHok : Russia / Poccus

Batch No. / . V240122 Batch Quantity / . 57668.00 units /

Cepust Ne i Pazmep cepun " 57688.00 equnun
Analytical Repovrt No./ : 040002459857 Date of Analysis/ . 29.03.2024
AHanuTHYecKHii oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npou3BoacTBa I'oneH no

Mfg. License No. /

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

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

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

iv. | Total impurities / Below LOQ / Huxe npenena
Cymma nipumeceii KOJIMYECTBEHHOT'0 Onpee/eHus He 6onee 1,50 %

7. | Microbial purity* / Mukpo6noJioruyeckas 4HcToTa*

i. |Total Aerobic Microbial Count / Less than 10 CFU/g/ Not more than 100 CFU/g /
O61iee yncio aspoOHBIX MHKPO- Menee 10 KOE/r He 6onee 100 KOE/r
OpraHM3MOB

ii. | Total Combined Yeast and Less than 10 CFU/g / Not more  than 10 CFU/g
mould count / Ob1iee uucno Meuee 10 KOE/r He 6onee 10 KOE/r
JPONOKEBBIX H TJIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa Absentin 1 g/ Should absentin 1 g/
OtcyterByer B 1 ¢ OtcyrcTBUe B 1 T

iv. | Staphylococcus aureus Absentin 1 g/ Should absentin 1 g/
OrcyrctByeTB 1 T OrcyrctBue B 1 1

8. | Assay/ KoimnuecTBeHHOE onpeaeIeHHE

Nimesulide /
Humecynun

9.95 mg /9.95 mr
(99.5 %)

9.0 mg to 11.0 mg of Ci13H;2N2058
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr Ci3H12N205S
(aumecymnn) (ot 90,0 % mo 110,0 % ot
HOMMHAJILHOTO cofiep>kaHMs) B 1 I rens

Remarks : The Product conforms to ND/
Hpumeuanne: IIpoaykt cootsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoaroroeneno: Ankit //\

Checked by /
[Tposepeno: Santogh Kumar

Approved by: Manager/Executive /

sad No. 3,

drreddys.com

Opnobpeno: Menemxep / Pykopoaurens
U 2 Maurya Abhishek Chauhan /
Reprint Date / Reprint Date / Reprint Date / J
Hara: 29.03.2024 Hara: 29.03.2024 Jata: 29.03.2024

Banjara Hills, Hyderabad - 500034, Talangana, India
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haii3® AxTHBreis (HIMECYIIHI) renb IUIS Hapy>KHOro npumesenusi, 1 %, 20 r

Market / Prinok : Russia / Poccus

Batch No. / . V240122 Batch Quantity / . 57668.00 units /

Cepus Ne ) Pa3mep cepuu " 57688.00 enquHuL
Analytical Report No./ . 040002459857 Date of Analysis / . 29.03.2024
AHannTnyeckuit oTyeT No JaTa anaausa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npousBoacTBa T'opeH oo

Mfg. License No. /

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

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

Page40f 6/ CTp. 413 6

9. | Dimethyl sulfoxide / 99.9 % 90% to 110% of C2HeOS (dimethyl
JdumeTnacynb(poKcH sulfoxide) of label claim /

Ot 90 % mo 110 % C;HsOS
(numeTiIcynbGOKCHI) OT
HOMHHANBHOTO CO/IEPIKaHUA

10. |Package / YnmakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 20 r B TyOy u3
JIAMMHHPOBAHHOTO IOMHHMS, CHa()KCHHYI0 MeMOpaHOW Ui KOHTpOJs
nepBoro BCkpbiTHs. Kaxayro Ty0y BMecTe ¢ HHCTPYKUMEH 10 MEAMLIMHCKOMY
NPUMEHEHHIO MOMELIAIOT B HAUKy 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.

*Tloka3aTeib MOKET OTCYTCTBOBATH B cepTH(uKaTe aHaIH3a npon3BoauTes. IIpoussogurens
rapaHTHpPYeT KaYecTBO NPenapara o 3THM NoKa3aTeasIM.

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

API manufacturer batch number /
Homep cepun npoussoauresa ADC:
FP Manufacturer AT Batch number /
Homep cepun cy6cTanunn FERAO00080
npouszsoguTens I'JID:

Nimesulide / Humecynun

NMS/13080776

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanmam HJI 3axmouenne: OJIOGPEHO
Prepared by / \ Checked by / Approved by: Manager/Egecutive /
[MoarorosneHo: Ankit A _~ | Ilpoepeno: Santosh Kumar Onobpeno: Menemxep //PykoBomjiTenb
IV | Maurya Qﬁ Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.03.2021 Jata: 29.03.2021 JHara: 29.03.2024
cisterod Ofjce: B-2-337, Road No. 3, Banjara Hills, Ayderabad - 200024, Telangana, India
34200 2200, Faxg +91 40 4900 2989, Email mail@drreddys.com

CI, LSR195AP1GE4PLCEOAS0T
wwwdrreddys.canm
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykr: Haiiz3® AKTHBresb (HUMECYNH) reflb 1l Hapy»KHOTo pHMeHeHHs, 1 %, 20 F

Market / Puinok : Russia / Poccus
Batch No. / . V240122 Batch Quantity / . 57668.00 units /
Cepust Ne i Paszmep cepuu * 57688.00 equHuLL

Date of Analysis /
|MaTa ananuza

Analytical Report No. /

+ 29.03.2024
AHannTHyecKuii oTyeT No 2

: 040002459857

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

Jara npoussoacTsa T'oxen go

Mfg. License No. /

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

JHUeH3ns Ne
Analysis performed according ND / Anaaus nposeaen no HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JI-Ne(001336)-(PT-RU) ot 25.10.2022

Page5of 6/ Ctp. 5u3 6

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

Ilponspoauteab ADPC, cTpana: Aaptu [parc JIta., Mapus

Name, address, authorization No for

FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
HaunmenoBanue, agpec 4 Homep J-p Pennwn’c Jlaboparopuc Jltn., Uuaus,
JIMIEeH3UM IUIOMIAAKH, I[TpoussoacTBeHHOE MoIpasaeneHue-6, Bumnamk Kxons,
oCyuiecTBIIAIOM el Hanarapx Poyn, bannu, Conan ductpukr, X.I1. 173205,
NPOH3BOACTBO/KOHTPOJIL Unnus (JInuensus Ne MNB/05/263)
kauecTBa/BhINYCK L'JID /

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».

3ak/ouenne 0 cooTBeTcTBHH: «HacTosImuM s MOATBEPIKAAI0, YTO IPHBEACHHAS BhIIe HHGOPMAIUS ABIIETCS
IOCTOBEPHOM W TOYHOM. DTa CepHs MPOIYKIMH IIPOM3BEleHa (BKIIIOYAs YIAKOBKY (MapKHpPOBKY) M KOHTPOJb
KayecTBAa) Ha BBINIEYKa3aHHOM ITPOM3BOJICTBEHHOH IUTOmanke (MNOIaAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBanusMu IIpaBui HajIexKalel npou3BOICTBEHHOM NpakTHKU EBpasuiickoro skoHoMuYeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsaOps 2022) u TpeOOBaHUAMH KOHTPOJII KadecTBa IEKAPCTBCHHBIX
CPE/ICTB, & TaKkKe B COOTBETCTBHH CO CIIEHU(PUKAIUIMHE, COACPKAIMUMHUCA B PETUCTPAIIMOHHOM J0ChE CTPaHBI-

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT cooTBeTcTBYET TpeGoBaHusIM H]T 3aknwuenne: OJJOBPEHO
Prepared by / A Checked by / Approved by: ManagerjExecutive /
[ToxrorosneHo: Ankit / fi | Mposepeno: Santosh Kumar Onobpeno: Menemkep)/ Pykosgaurens
/'~ | Maurya _ Abhishek Chauhan ) /

[P e
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.03.2024 Jara: 29.03.2024 Jara: 29.03.2024

tered Onllice: 8-2-337, Read To. 3, Banjara Hilis, Fygeranad - SUltzs,; 1eangand, INaie
Tel: +01 20 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLCOC4507
wwiv.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Dr. Reddy's Laboratories itd.
Forimulation Unit-6

Yill. Khol, Malagarh Read, Baddi,
Distt. Soian, H.P, 173 205, INDIA
Tel 491 93166 56001-02

i drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykr: Haiiz® AKTUBresnb (HUMECYIIN) reflb 1T HAPYKHOro npumenenns, 1%, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240122 Batch Quantity / . 57668.00 units /

Cepusi Ne ) Pasmep cepuu * 57688.00 enuHUIL

Analytical Repourt No./ . 040002459857 Date of Analysis / . 29.03.2024

AHanuTnyeckuii oryer Ne _|daTa ananuza - 1
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

Jarta npousBoacTBa T'ogen no

Mfg. License No. /

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

JuneHsus Ne

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

Analysis performed according ND / Ananus npoeeaes no HJI: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page 6 of 6 / CTp. 6 u3 6

UMIIOpTEpa. 3alliCH MO IPOM3BOACTBY, YIAKOBKE M aHATM3y IPOBEPEHBI, M YCTAHOBJICHO HX COOTBETCTBHE
TpeGosanusim [TpaBui HauteKaIel Mpou3BOICTBEHHOH NPaKTUKH EBPasuiiCKOro 3KOHOMIYECKOT0 COF03a.

Remarks : The Product conforms to ND/
ITpumeyanne: ITIponyKT cooTBeTCTBYET Tpebopanuam HJL

Conclusion : APPROVED /
Saxmouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ankit

A

Checked by /
[Tposepeno: Santosh Kumar
Maurya

Onobpeno: Menemxep / PykosoguTesib
Abhishek Chauhan

Reprint Date /
Hata: 29.03.2024

Reprint Date /
Hata: 20.02.2024

Reprint Date /
Hara: 29.03.2024

Ercistered Difice: o-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tl 91 00 4800 2800, Fax: 491 40 ¢

@3, Email: mail@drrzddys.com

CHY: LSS185APLEE4PLI004507

vy cdireddys,.com




