Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haii3® Akrusresib (HUMECYIHA) Iefb AN HapY)KHOro npuMeHenus, 1 %, 100 r

Market / Poinok : Russia / Poccust

Batch No. / © V230990 Batch Quantity / . 11782.000 units /

Cepusi No ) Pasmep cepuu © 11782.000 enunmiy
Analytical Repourt No. / . 890001708572 Date of Analysis / . 28.12.2023
AHanuTHyecKkHii oTyeT Ne JlaTa aHanu3za

Date of Manufacture / . 12/2023 Date of Expiry/ . 11/2025

JlaTa nponsBoacTBa T'open 1o

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI-RU)
JHueH3HsA Ne

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

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

Page1of 6/ Ctp. 1 u3 6

No/ . .

N Test / Iloka3aTenan Result / PesyasTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OmHOPOOHBIN NPO3pauHbIi reNb OnHOpOHBIH NpPO3payHbId  rejb  OT
GneTHO-XKeNTOoro 1BeTa ¢ 6eCLIBETHOIO 10 OJIeIHO-)KEIITOrO LIBETA
XapaKTEePHBIM 3aMaxoMm C XapaKTePHBIM 3arlaxoM

2. Identification / UgenTudukanus

a) HPLC / BOXX

Complies as prescribed
CooTBeTCTBYET 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>xkuBaHus
OCHOBHOTO IMHMKa Ha XpoMaTorpamme

HCTIBITYEMOTO pactBopa JIOJKHO
COOTBETCTBOBATH BpPEMEHH
yAep)XMBaHUS OCHOBHOTO IHKAa Ha
XpoMaTorpaMmme pacTBopa
cTaHmapTHoro ofpa3na HuUMeCyIMaa
(pazzen «KonnyecTBeHHOE
OIpeneNeHUEN)

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

IIpumeuanne: I[Iponykr cooTBeTcTBYET Tpebosanusm HJI 3akmouenune: OJJOBPEHO

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

[Tonroroeneno: Ankit A ITposepeno: Santosh Kumar Onobpeno: Menemxkep / Pykosogurens

/ * | Maurya af/ Manoj Kumar | “ﬁ
. — L
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.12.2023 Hara: 28.12.2023 Jara: 28.12.2023

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

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +491 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
HMpoayxr: Haiin® Aktuprennb (HUMeCyIHA) Tefb [UIsl HApy:KHOTo mpuMeHeHHs, 1 %, 100 r

Market / PoItok : Russia / Poccus

Batch No. / - V230990 Batch Quantity / . 11782.000 units /

Cepusi Ne ) Pasmep cepun * 11782.000 enunmi
Analytical RepOj't No./ . 890001708572 Date of Analysis / . 28.12.2023
AHanuTHyeCkuii oryer No JlaTa aHaJu3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JlaTa npousBOACTBA I'oaeH a0

Mfg. License No. /

IIpousBoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JMueH3us Ne

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

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

Page2 of 6/ Ctp. 2 13 6

b) UV spectrophotometry / V-
cnekTpodoTo MeTpHs

Complies as prescribed
CoOTBeTCTBYET TpeGOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnekrp
MNOJIOIEHHs HCIBITYEMOrO  pacTBopa
JIOJIKEH MMETh MaKCHMYM IOIJIOLLEHHS
nipu 397£5 HM

3. | Weight of package contents /

100g/100r

According to Rus. Ph. / B cooTsercTBUH

Macca cogepKUMOro ¢ TpeboBanusamu ['® PO
yHaKOBKH
4. | pH 3.24 2.5t04.5/012,5 04,5

5. Viscosity / Baskoctb

991.9 centipoise /
991.9 canrunyas

400 to 1,200 centipoise /
Ot 400 oo 1200 canTumnyas

6. Impurities / Ilpumecn
i Impurity C /
ITpumecs C
ii. | Impurity D/
Ipumecs D
iii. | Any other impurity /

Jlrobas npyras npumech

Not detected / He o6Hapyxena

Below LOD (LOD = 0.02 %) / Huxe
npenena obuapyxenus (I10O = 0.02 %)

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/
Ipumeuanne: [Iponykr cooTBeTcTBYET TpeboBanmam HJ

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Ankit

p

Checked by /

IMposepeHo: Santosh Kumar
Maurya ¢
—

—

Approved by: Manager/Executive /

Onob6peno: MeHemkep / PykosoayTes
Manoj Kumar @1

Reprint Date /
Jara: 28.12.2023

Reprint Date /
Hara: 28.12.2023

Reprint Date /
Jara: 28.12.2023

Registered Office:

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Hait3® Axrusresb (HUIMECYIIHA) Teflb A7 HAPYXKHOTO NpUMEHeH s, 1 %, 100 r

Market / Pninok

: Russia / Poccus

Batch No./ . V230990 Batch Quantity / . 11782.000 units /

Cepus Ne ) Pasmep cepun * 11782.000 enuumi
Analytical Repourt No./ . 890001708572 Date of Analysis / . 28.12.2023
AHanuTHuyeCkHuii oTyeT No JlaTa ananusa

Date of Manufacture / . 12/2023 Date of Expiry / . 1172025

JlaTa nponsBoAcTBa Toaen g0

Mfg. License No. /

IIpousBoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JMnen3ns Ne

Analysis performed according ND / Ananus npoeeaen no HJ: JIIT-Ne(001336)-(PT-RU) dt. 25.10.2022 /

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

Page3 of 6/ Ctp. 3 u3 6

iv. | Total impurities / 0.04 % Not more than 1.50 % /
CymMa npumecei He 6onee 1,50 %
7. | Microbial purity* / Mukpo6nosoruyeckas 44cToTa*

i. | Total Aerobic Microbial Count /
O61ee uncno a3poOHBIX MHKPO-
OpraHHu3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

ii. | Total Combined Yeast and
mould count / O61ee uncio
JPOMOKEBBIX M IIECHEBBIX

rpuboB
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g/
Memnee 10 KOE/r

Absentinl g/
OtcyrcTByerB 1 T

Absentinl g/
OtcyrcTByerB 1 T

Not more than 10 CFU/g

He 6onee 10 KOE/r

Should absentin 1 g/
OrcytcTBHE B 1 T

Should absentin 1 g/
OrcyrcTtBUe B 1 1

8. Assay / KojimyecTBeHHOE ONIpe/ie/IcHHe

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoxykT coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axiawuenne: OJIOGPEHO

Prepared by /
IToarotoeneno: Ankit

Checked by /
[poeepeno: Santosh Kumar

Maurya O;\,
=

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoguTens
Manoj Kumar ,]' %!!! é

Reprint Date /
Jara: 28.12.2023

Reprint Date /
Mara: 28.12.2023

Reprint Date /
Jara: 28.12.2023

Registered Ottice:

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




D d , ‘...O Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
r.Red YS Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIN3A www.drreddys.com

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
HNpoayir: Haiis® AKTuBrenb (HuMecy i) reib A1s HapyKHOTO npumenenns, 1 %, 100 r

Market / Prlok : Russia / Poccus

Batch No. / . V230990 Batch Quantity / . 11782.000 units /

Cepus No i Pasmep cepun * 11782.000 enunuu
Analytical Repovrt No./ . 890001708572 Date of Analysis / . 28.12.2023
AHaauTH4eCKHii 0TUeT Ne Hdata aHaJu3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

Jara npou3BoacTea T'ogeH a0

Mfg. License No. /

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

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

Page 4 of 6/ Ctp. 4 u3 6
Nimesulide / 9.99 mg/9.99 mr 9.0 mg to 11.0 mg of C13H12N2058
Humecynun (99.9 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gof gel /

Ot 9,0 mr g0 11,0 mr Ci3H12N205S
(aumecymun) (ot 90,0 % n0 110,0 % ot
HOMHUHAJBHOT'O cofiepskaHus) B 1 T rens

9. |Dimethyl sulfoxide / 99.9% 90% to 110% of C2HsOS (dimethyl
JIHMeTHIICYTHL(POKCH sulfoxide) of label claim /

OT1 90 % mo 110 % C2HsOS
(numeTuncynbGoKcua) oT
HOMHHAJIBHOT'O COAEp>KaHHA

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. / Ilo 100 r B Ty6y U3
NIAMMHHPOBAHHOTO ANIOMUHHS, CHAOXKEHHYI0 MeMOpaHO# Uil KOHTPOJA
nepeoro BckpuiTHs. Kaskayro TyGy BMecTe ¢ MHCTPYKLMEH 110 MEAHLIMHCKOMY
IPUMEHEHHIO TIOMELIAIOT B NIaYKy KaAPTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*[TokazaTelb MOKET OTCYTCTBOBATH B cepTHQHKATe aHAMN3A npousBoanTes. IlpoussoanTens
rapasTHpyeT Ka4ecTBO Npenapara no 3THM MOKa3aTe/IsM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanue: JIponykr cooTseTcTByeT Tpebosannam HJT 3axmwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ankit IMposepeno: Santosh Kumar Onobpeno: Menemkep / Pykosoputens

d M Manoj K X

aurya _g’_u___ anoj Kumar Nyt

Reprint Date / Reprint Date / Reprint Date /
Hara: 28.12.2023 Hara: 28.12.2023 Hara: 28.12.2023

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



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykt: Haiiz® Axtrsrens (HUIMECYNH/) Tenb U HAPYKHOTO NpUMeHeHus, 1 %, 100 r

Market / PolHoK : Russia / Poccus

Batch No. / < V230990 Batch Quantity / . 11782.000 units /

Cepusi Ne ) Pasmep cepuu * 11782.000 enunuL
Analytical RepOft No. / . 890001708572 Date of Analysis / . 28.12.2023
AnaauTuueckuii oTuer Ne Jara aHaan3za

Date of Manufacture / . 12/2023 Date of Expiry/ . 11/2025

JaTa npousBoacTBa I'ogen no

Mifg. License No. /

IIpouseoacTeeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3sns Ne

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

Page50f 6/ Crp. Su3 6

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

Nimesulide / Humecynun

API manufacturer batch number /

Howmep cepun nponssoautesst ADC: NMS/13080769
FP Manufacturer API Batch number /
Homep cepnu cyOcTaHIHH FEQAO00580

npousBoguteyns IJID:

API Manufactured by & country /
IIpousBoautens ADPC, crpana:

Aarti Drugs Ltd., India /
Aaptu [lparc JItn., Uunus

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

HaunMenoBaHue, aipec 1 HOMep
JIMIEH3HH ILIOIIAAKH,
oCymIeCTBIAIOIIEH
HPOH3BOACTBO/KOHTPOND
xauecTBa/Bpinyck IJID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennu’c Jlaboparopuc JIta., Munus,
IMpou3zBoACTBEHHOE NOApasAeneHue-6, Bumnamk Kxos,
Hanarapx Poyn, bagnu, Conan Juctpukr, X.I1. 173205,
Unpus (Jluuensus 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».

Remarks : The Product conforms to ND/
Mpumeuanne: Ipoaykr cootBercTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

IMoarorosneHo: Ankit

Maurya

Prepared by / - Checked by /
_I
A_-
A s

Ipogepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PyKOBOAHTENb
Manoj Kumar 1\1; o,

Reprint Date /
Jara: 28.12.2023

Reprint Date /
Jarta: 28.12.2023

Reprint Date /
Hara: 28.12.2023

Reglslered Office: 8-2-337, Ruad Nu. 3, Bdnjdrd Hills, Hyderdbad - 500034, Telarigdig, lidia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLC004507

www.drreddys.com




D dd , ...0 Dr. Reddy's Laboratories Ltd.
e Formulation Unit-6
r.R ys g Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTHOHKAT AHAJIU3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haii3® AKTHBrens (HUMeCYyJINA) renb Il Hapy:KHOro npuMeHeHus, 1 %, 100r

Market / PeiHOK : Russia / Poccus

Batch No. / . V230990 Batch Quantity / . 11782.000 units /

Cepusa Ne ) Pasmep cepuu * 11782.000 exunui
Analytical Repourt No./ . 890001708572 Date of Analysis / . 28.12.2023
AHaJguTHYeckHii oTyeT Ne Hara anaausa

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JlaTa npou3BOACTBA I'ogex no

Mfg. License No. /

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

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

Page 6 of 6 / CTp. 6 3 6

3aK/I0YeHne 0 cOOTBeTcTBHM: «HACTOAIINM S TOATBEPKAK0, YTO IPUBEICHHAS BBIIIE HHOPMALKSL SBISCTCS
IOCTOBEPHOH M TOYHOW. DTa ceprsi NPOAYKIMH IPOU3BEcHa (BKIIOYAs YIaKOBKY (MapKUpOBKY) U KOHTpPOJIb
Ka4yecTBa) Ha BHIIEYKA3aHHON NPOM3BOJCTBEHHON IUIOManKe (IUIOI@AKaX) B IIOJHOM COOTBETCTBHM C
tpeboBanuamu [IpaBui Hamiexarel Nporu3BOJCTBEHHOM MIPAKTHKH EBpasuiicKoro 3KOHOMHYECKOro coro3a (No
GMP/EAEU/RU/00554-2022 ot 02 cenrs6ps 2022) u TpeGOoBaHHUAMH KOHTPOJS Ka4deCTBa JIEKAPCTBEHHBIX
CPeIICTB, a TAKXKE B COOTBETCTBHU CO CNEHH(HKAUIMY, COACPKALIUMUCS B PETHCTPAIHOHHOM N0CHE CTPaHBI-
HMIIOpTEpa. 3allMCH 0 IPOHU3BOJCTBY, YIAKOBKE M aHAJW3y MPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBHC
TpeGoBanuaM [Ipasui HaIeKalei IPOM3BOACTBEHHOM NPaKTHKY EBPasuiiCKOro 5SKOHOMHUIECKOTO CO03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykr cooreTcTBYeT TpeGoBanusaM HJT Zaxmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Ankit IMposepeno: Santosh Kumar Ono6peHo: Menemkep / PykoBoayrens

Maurya Crf" Manoj Kumar h\

L - L

Reprint Date / Reprint Date / Reprint Date /
Hara: 28.12.2023 Mara: 28.12.2023 Hara: 28.12.2023

Registered Offlce: 8-2-337, Ruad No. 3, Banjara Hills, Hydetabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




