Dr.Reddy’s Q,’:‘

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
CEPTUD®UKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haitzs® AKTHBrenb (HUMECYJIH) renb AJisl HApY)KHOro npumeHeHus, 1 %, 100 r
Market / PoiHok : Russia / Poccus
Batch No. / . V230988 Batch Quantity / . 11713.000 units /
Cepust Ne ) Pa3mep cepun * 11713.000 exuHuL
Analytical Repo:‘t No. / . 890001708608 Date of Analysis / . 28.12.2023
AHaauTudeckuii oTuer Ne JlaTa aHaausa
Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025
JlaTa npousBoacTBa I'ogen no
Mfg. License No. /
IIponspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JunueHsus Ne
Analysis performed according ND / Ananns nposeaex mo HJI: JITI-Ne(001336)-(PT'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Pagelof 6/ Crp. 1 u3 6

No/ . .

e Test / IlokazaTenn Result / PesynsTar Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OaHOpOHBIiH TIPO3payHbId refb OnHOpONHBIK MpO3pauHbId rejlb  OT
6JieTHO-KEINTOro 1BETA C HecLBETHOro 0 OJIeIHO-KEIITOro 1BeTa
XapaKTePHBIM 3aI1aX0M € XapaKTepHBIM 3aaXOM

2. Identification / MnenTunduKranus

a) HPLC / BOXXX

Complies as prescribed /
CoOTBeTCTBYET TPeOGOBAHUIM

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 yaepvBaHMs
OCHOBHOrO TNHKa Ha XpomaTorpamme

HCMBITYEMOTO  pacTBopa  JIOJDKHO
COOTBETCTBOBATh BpEMEHHU
yaepKUBaHU OCHOBHOIO IHKa Ha
XpoMarorpaMmme pacTBopa
CTaHAapTHOrO obpasla HHUMecyauaa
(paznen «KonuyecTseHHOE
ornpeJeneHue»)

Remarks : The Product conforms to ND/

Ipumeuanue: [Iponyxt coorBercrByeT Tpebosanusm HJI

Conclusion : APPROVED /
3aximouenue: OJJOBPEHO

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

Iloarorosneno: Ankit /)\ _ | posepeno: gﬁiosh Kumar Ono6peno: Mernemxep / PykoBogHTeNb
2 Maurya S Manoj Kumar ﬁn i

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.12.2023 Hara; 28,12,2023 JHara: 28.12.2023

Regizte o

Civice: 8-

2-327, Road No. 3, Banjara Hills, Hyderzbad - 500034, Telangana, India
T3 491 40 41923 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0CO4507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIHU3A

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 %, 100 g

Mpoaykr: Hali3® AKTUBrenb (HIMECY1A) restb Ans HapyKHOTO npumenenns, 1 %, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V230988 Batch Quantity / _ 11713.000 units /

Cepus Ne : Pasmep cepuu " 11713.000 enuHMLL
Analytical Repo:‘t No./ . 890001708608 Date of Analysis / . 28.12.2023
AHanuTHyecKHil oTueT Ne Jlata ananusa

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

JaTta npoH3BoAcTBA T'onen po

Mfg. License No. /

IMpoussoacTBeHHAs : MNB/05/263 MA number: / Homep PY JIT1-Ne(001336)-(PT-RU)
Jmuuensns Ne

Analysis performed according ND / AHa;iu3 mpoBeJeH 1o HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

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

Page2 of 6/ C1p. 2 u3 6

b) UV spectrophotometry / Y-
cneKTpooTO METPHS

Complies as
COOTBETCTBYET TpeOOBaHUAM

prescribed

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrp
NOTNOLWIEHHS HCIBITYEMOrO  pacTBopa
NOJKEH MMeTh MaKCUMYM TOTJIOLICHHUS

npH 397%5 Hm
3. |Weight of package contents / 101g/101r According to Rus. Ph. / B cooTBeTCTBUM
Macca coaepKuMOro ¢ TpeGosaumsimu ['O PO
YIAKOBKH
4. pH 3.24 25t04.5/0712,5104,5
5. | Viscosity / Baskoctb 975 centipoise / 400 to 1,200 centipoise /

975 cantuIlyas

Ot 400 no 1200 canrtuiyas

6. | Impurities / IIpumecu

L Impurity C/ Not detected / He 0GHapy»eHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %

ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Hinxke Not more than 0.50 % /
[Ipumecsh D npenena obnapyxenus (10 = 0.02 %) He Gonee 0,50 %

iii. | Any other impurity /
JIrobas apyras npumech

0.03%

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

Remarks : The Product conforms to ND/
Ipumeuanne: TIponyKT COOTBETCTBYET tpebosannsm HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Ankit

Checked by /
IMposepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoauTelb

Manoj Kumar W

Reprint Date /
Jara: 28.12.2023

Reprint Date /
Jara: 28.12.2023

Reprint Date /
Jlara: 28.12.2023

Register o Cliice:

27, Road Na. 3, Banjar Hills, Hyderabad - 500034, Telangana, India

3002900, Fax: 491 40 4300 2993, Email: mail@drreddys.com

CIN: LE5295AP1884PLC0N1507

vrww.drreddys.com




Dr.Reddy’s ":'.

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
CEPTHOHKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Haiis® AKTHBrenb (HUMeCYNIUN) refb UL HAPYAKHOro npumenenns, 1 %, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V230988 Batch Quantity / . 11713.000 units /

Cepns Ne ) Pa3zmep cepnn * 11713.000 eamuuin
Analytical Repovrt No./ . 890001708608 Date of Analysis / . 28.12.2023
AHanuTHyeckuii ordet No JlaTa aHa;n3a

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

JaTa npon3BoAcTBa Togen po

Mfg. License No. /

IIpousBoacTBEeHHAs : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne

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

Analysis performed according ND / Anasnn3 nposeaen no H/: JITI-Ne(001336)-(PI-RU) dt. 25.10.2022 /

iv. | Total impurities /
CyMmmMa npumecei

0.04 %

Page3 of 6/ Ctp.3 m3 6

Not more than 1.50 % /
He 6onee 1,50 %

7. Microbial purity* / MukpoGuoJiornueckas YHcToTa™

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O611iee yncio aspobHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1ee uncio He 6onee 10 KOE/r
IPONOKEBBIX H [IECHEBBIX
rprboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcytctRue B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/

OtcyrcTBUe B 1 T

8. | Assay/KoaundecTBeHHOe onpefe/ieHHe

Remarks : The Product conforms to ND/

Ipumeuanue: [TponykT cooTseTcTByeT TpeboBanusam HJ

Conclusion : APPROVED /
Zaxmoyenne: OJIOBPEHO

Prepared by / ; Checked by / Approved by: Manager/Executive /
IMoarororneHo: Ankit A IMporepeHo: Santo kE{umar Onobpeno: Menemxep / Pyl{OBDﬂf’l‘eﬂb
2 £ - |
| Maurya - il Manoj Kumar \Thg_fﬁa—
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.12.2023 Jlata: 28.12.2023 Hara: 28.12.2023

Register.d Cffice: 3-2-337, Road No. 3, Banjary Hills, jiyderabad - 500034, Telangana, India
el 494 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: |.85185AP1984PLCO01507
www.drreddys.con




Dr.Reddy’s Q::‘

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
CEPTUD®UKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mponykr: Hait3® AxruBrens (HUMECYIUN) ek As HapyxHoro npumenenns. 1 %, 100 r

Market / PoiHoK : Russia / Poccus

Batch No. / - V230988 Batch Quantity / . 11713.000 units /

Cepusi Ne ) Pasmep cepun © 11713.000 enunui
Analytical RepO}'t No./ . 890001708608 Date of Analysis / . 28.12.2023
AHagauTH4YecKuii oTyeT Ne Jlara aHasiu3a

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

Jara npou3BoacTBa I'onen no

Mfg. License No. /

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

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

Analysis performed according ND / Anann3s nposeaes no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page4 of 6/ Ctp. 413 6

Nimesulide /
Humecynun

9.99 mg/ 9.99 mr 9.0 mg to 11.0 mg of C13H12N2058
(99.9 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 gof gel /

Ot 9,0 mr mo 11,0 mr C13H12N205S
(uumecymun) (ot 90,0 % mo 110,0 % ot
HOMHHAIILHOTO colepkanus) B 1 r remns

9. | Dimethyl sulfoxide /
Jumetuicyabporcua

99.9 % 90% to 110% of C2:HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(numeTHiCybdokcUa) oT
HOMHHAJIBHOT'O COJEPKaHUs

10. |Package / YnakoBka

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 Ty6y u3
NaMMHMPOBAHHOIO AaJIOMHMHHUS, CHAabXKEeHHYIO MeMOpaHOM 11 KOHTpPOJA
nepeoro BCKpeITHs. Kaxayto TyOy BMecTe ¢ MHCTPYKLMEN 10 METHUIHMHCKOMY
[PUMEHEHHIO TOMEIIAIOT B MAYKy 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.

*Tloka3aTeJb MOKET OTCYTCTBOBATH B ceprHdHKaTe aHATH3a mpou3BoauTens. Ilpoussoaurenn
rapaHTHpyeT Ka4ecTBO Npenapara 1o 3THM MOKA3aTe/IsAM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
N pumevanue: IIpogykr cooteeTcTBYET TpeboBaHuaM HJI 3axmouenne: OJJOBPEHO
Prepared by / x Checked by / Approved by: Manager/Executive /
Hoarorosneno: Ankit : IporepeHo: Santosh Kumar Onobpeno: Menemxep / Pyxosom{;renb

f\ Maurya (\%) Manoj Kumar ;s

— ol

Reprint Date / Reprint Date / Reprint Date /
Hara; 28.,12.2023 Mara; 28,12,2023 Jara: 28.12.2023 B

Registercd Cifice: 8-2-337, Road No. =
Tal: 491 40 4300 2900, Fax: +9--.‘,~

a2~ [

rabad - 500034, Telangana, India
00 2¢68¢, me.-: Tiail@drreddys.com
CIN: I.SSlE’SAPlOSJrPLCOO 5G7

www.drreddys.com




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

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

Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS Tel ;: +91 98166 56001-02
CEPTUOPHUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Tpoaykr: Haiis® AxTuBress (HUMECYNIHA) TeNb Ul HApY)KHOTO MpUMeHeHus, 1 %, 100 r
Market / PoiHok : Russia / Poccus
Batch No. / . V230988 Batch Quantity / . 11713.000 units /
Cepusa Ne ) Pasmep cepun * 11713.000 epuHuL
Analytical Repo:‘t No./ . 890001708608 Date of Analysis / . 98.12.2023
AdaguTHyeckmii oTuer Ne JlaTa ananusza
Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025
JaTa npou3BoacTBa T'onen no
Mfg. License No. /
IMpouspogcTBEHHAS : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueHsus Ne
Analysis performed according ND / Anaau3 nposenen no HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

PageSof 6/ CTp. 5u3 6

API name (INN) / HaumenoBanue ADC
(MHH):
API manufacturer batch number /

Nimesulide / Humecynug

Homep cepuu npoussoanteis ADC: NMS/13080769
FP Manufacturer API Batch number /
Homep cepun cybeTaHIHH FEQA00580

npounssoautens 1'JID:

API Manufactured by & country /
IIpousBoautear APC, cTpaHa:
Name, address, authorization No for
FP manufacturing site / Control site /

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

Release site /

HanmenoBanne, agpec H HOMep
JIHOEeH3HH MJIOIIAJKH,
OCYyIIeCTBIAIONICH
MPOH3BOJACTBO/KOHTPOJIb

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Penau’c Jlaboparopuc Jita., Munus,
I[TpousBoacTBeHHOE noapasaeneHue-6, Bunnamk Kxons,
Hanarapx Poya, bagmu, Conan Juctpukr, X.I1. 173205,
Hnuaus (JIunensus Ne MNB/05/263)

kayecTBa/Bhinyck I'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».

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Remarks : The Product conforms to ND/
IHpumeuanne: ITpoaykT coorseTcTByeT TpebobanusaM HJI

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

IoaroroeneHo: Ankit ITpoeepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBomtrens
/ Maurya gf’_ Manoj Kumar t.\ 5 ’U/ﬁf

Reprint Date / Reprint Date / Reprint Date /

MHara: 28.12.2023 Hara: 28.12.2023 Jara: 28.12.2023

s - 500034, Telangana, India
~ilmail@drreddys.com

Registerad Office: 8-2-337, Road No. 3, Banjarz Bills, Hode
Tel: 421 40 4900 2900, Fax: +21 4

CilN: L851254P1984P

www, drreddys.com




D R dd ’ ...' Dr. Reddy's Laboratories Ltd.
r.Re S =) Formulation Unit-6
. y . Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiiz3® AKTHBrelb (HUIMECYTHT) Tellb [UIA HapyXHOTo npumenenns, 1 %, 100 r

Market / PoiHok : Russia / Poccusn

Batch No. / . V230988 Batch Quantity / . 11713.000 units /

Cepusi Ne ) Pasmep cepuu * 11713.000 equnun
Analytical Repovrt No./ . 890001708608 Date of Analysis / . 28.12.2023
AHaauTHyeckuii oTueT Ne JlaTa ananuza

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

JlaTa npou3BoacTBa Topen go

Mfg. License No. /

IpousBoacTBeHnast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Juuen3us Ne

Analysis performed according ND / Anasnu3 nposeges no HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT'-RU) ot 25.10.2022

Page 6 of 6/ Ctp. 6 u3 6

3aK/I0ueHne 0 COOTBeTcTBHM: «HacToAIUM 5 IIOATBEPXKAI0, YTO MPUBEACHHAS BEIIIe HHOOPMALUS SBISIETCA
JIOCTOBEpHOM M TOYHON. DTa cephsl MPOAYKIMK IIPOU3BeNeHa (BKIIOYAs YIAKOBKY (MapKMpOBKY) M KOHTPOJB
KadecTBa) HA BBIIEYKA3aHHOW IMTPOM3BOJCTBEHHON IUIOmMaAKe (IUIOLIaAKax) B IIOJIHOM COOTBETCTBUH C
TpeGoBanusaMH [IpaBri HaIexkaled MPOM3BOACTBEHHOM MPakTHKH EBpasuiickoro 5KOHOMUYECKOro cotoza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) U TpeOOBaHHUAMH KOHTPOJISA KayeCTBa JICKAPCTBEHHBIX
CpENCTB, a TAKXKe B COOTBETCTBHU CO CIIENU(PUKANUAMH, COACPKALIUMHUCS B PETHCTPAIIMOHHOM HOCHE CTPaHBI-
UMITOpTepa. 3alMCH IO IPOU3BOJCTBY, YNIAKOBKE M aHAIM3Y IPOBEPEHBI, M YCTAHOBIICHO HX COOTBETCTBHE
TpeGosanusm [IpaBui Hagexare TPou3BOJCTBEHHOM NPakTHKU EBpasuiCKOro SKOHOMHYIECKOTO COX03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponykt coorBeTcTByeT TpeboBanusam HJJ 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Ankit IpoBepeno: Santosh Kumar Opnobpeno: Menemxkep / Pykosoaytens
,\ .

Maurya "5__ Manoj Kumar W
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.12.2023 Hara: 28.12.2023 Hara: 28.12.2023

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hydierahad - 500034, Telanganza, India
Tel: 451 40 49900 2900, Fax: +21 40 4900 2598, Emaiil: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




