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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

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

Vifl. Khol, Nalagarh Road, Baddj,
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
ITpoaykr: Haiizs® AxtuBrens (HUMeCynun) reib Ajst HApYXHOTO npuMeHenns, 1 %, 100 r

Market / Poinox : Russia / Poccus

Batch No. / . V240137 Batch Quantity / . 11782.000 units /

Cepus No ) Pa3mep cepuun © 11782.000 enynun
Analytical Repovrt No./ . 040002472411 Date of Analysis / . 31.03.2024
AHanuTuyeckuii oT4yeT No JlaTa ananusa

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

JlaTa nponszsoacTBa I'ogen oo

Mfg. License No. /

IIpousBoacTBeHHAN : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JnueHn3nst Ne

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

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

Page1 of 6 /Ctp. 1 u3 6

No / . .

o Test / [lokazarens 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 /
/ OmHOPOIHBIH MPO3pauHBbIii resb OnHOpONHBIA TNPO3pauHBIi Iejlb  OT
6J1eIHO-KENTOro LBeTa ¢ OeclBeTHOrO A0 GJIEAHO-XKENITOro IBeTa
XapaKTepHBIM 3a[1axoM C XapaKTepHBIM 3a11aX0M

2. Identification / UnenTnduxanus

a) IIMLC / BOMX

Cuoniplics as presuibad
CooTBeTCcTBYET TPeOOBAHUAM

fl

Tle 1eteution liwe vl e nidin peak i
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 yaepXuBaHHs
OCHOBHOI'O IHKa HA XpOMarorpaMme

HCTIBITYEMOr0  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BPEMEHH
yIep>KHBaHHS OCHOBHOTO IMHKa Ha
XpoMarorpamme pacTBopa
cTaHAapTHOro ofpasla HHUMeCY/IHAA
(pazmen «KonnuyecTBeHHOE
OTIpe/IETICHHE)

Remarks : The Product conforms to ND/

IIpameuanne: [Ipoayxr cooTBeTcTBYET Tpebopanuam HJ[

Conclusion : APPROVED /
3akawuenne: OJIOGPEHO

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

[ToarororneHo: Aml?s%(,umar [Tporepeno: Santosh Kumar Opnobpeno: Menemxep / PykoBonurens
V Maurya =4l Amit Kumar ﬁ :;

Reprint Date / Reprint Date / Reprint Date / :

Hara: 31.03.2024 Hara: 31.03.2024 Hara: 31.03.2024

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

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
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
Hpoaykr: Haiis® Axrusrens (HUMeCYmin) refb /il HAPYIKHOTO npumenerns, 1 %, 100 r

Market / Puinox

: Russia / Poccus

Batch No. / . V240137 Batch Quantity / . 11782.000 units /

Cepus Ne ) Pasmep cepuu © 11782.000 epuuu
Analytical Repoz't No./ . 040002472411 Date of Analysis / . 31.03.2024
AHaJIuTHYeCcKHii 0TYeT No Jara aHanuza

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

Jata npoussoacTea I'ogen no

Mfg. License No. /

IIpousBoacTBeHHAN : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JIHueH3us1 No

Analysis performed according ND / Ananu3s nposeaex mo HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page2 of 6/ CTp. 2 u3 6

b) UV spectrophotometry / Y-
CNEeKTpodoTO MeTpHs

Complics as prescribed
CooTBeTcTBYET TpeGOBAHUAM

UV absorption spectrum of the (est
solution should have absorption
maximum at 397+5nm / Y®-cnektp
TIOMJIOIIEHHS HMCTBITYEMOrO  pacTBOpa
IOJDKEH MMETh MaKCHMYM IOTJIOIIEHHS
npu 397+5 Hm

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cootBeTcTBUM
Macca cogep:xnmoro ¢ TpeboBanusMu ['® PO
YHAKOBKH
4. |pH' 3.18 2.5t04.5/012,5104,5 '
Viscosity / Bazkocrs 945.1 centipoise / 400 to 1,200 centipoise /
945.1 cantumnyas Ot 400 o 1200 cauTumnyas
6. | Impurities / IIpamecn

ii.

1ii.

Impurity C/

IIpumecs C

Impurity D /

IIpumecy D

Any other impurity /
JIrobas apyras npumech

Not detected / He obHapy»keHa

Not detected / He obHapyxeHa

Below LOQ (LOQ =0.03 %) /
Hibxe npenena konuyecTBEHHOTO
nmpenenering (TTKO = 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 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumevanue: IIpoaykT coorBeTcTBYyeT TpeboBanusm HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotorneno: Ambresh Kumar IIporepeno: Santosh Kumar Onobpeno: Menemkep / Pykosoaures
1 / . _ \..--—
@ Maurya Amit Kumar Bl
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.03.2024 Hara: 31.03.2024 Hara: 31.03.2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai

I: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTU®HKAT AHAJIN3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haii3® AKTHBreNnb (HUMECYIH/) Telb JUIA Hapy)KHOTO npumenennd, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240137 Batch Quantity / . 11782.000 units /

Cepusi Ne ' Pasmep cepun * 11782.000 enunui
Analytical Rep0ft No./ . 040002472411 Date of Analysis / . 31.03.2024
AHannTuyeckuii oT4eT No NaTa aHaau3a

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

JlaTa npou3BOACTBA IMonen no

Mfg. License No. /

ITpousBoacTBEHHAsA : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3usa Ne

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

Page3 of 6/ Ctp. 3 u3 6
iv. | Total impurities / 0.04 % Not more than 1.50 % /
CymMa npumeceit He 6onee 1,50 %
7. | Microbial purity* / Muxpo6uosiornyeckast Y4HCTOTa*
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O61ee unucio aspoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more than 10 CFU/g
mould count / Ob1iee 4ucno He 6onee 10 KOE/r
}J,pUJlUl(UL\bUL H 1B BLIYS
rpuooB
iii, | Pseudomonas aeruginosa NA Should absent in 1 g/
OrcytctBUe B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrcTBre B 1 1
8. | Assay/KonnyecTBeHHOE Olpefe/IeHHe

Remarks : The Product conforms to ND/
IIpameuanne: [Tpoaykr coorBeTcTBYeT Tpebosanusam HJL

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ambresh Kymar ITpoeepeno: Santosh Kumar Onobpeno: Menemxkep / Pykosonurens
@\w Maurya @\( Amit Kumar S
- e i
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.03.2024 Mara: 31.03.2024 Jara: 31.03.2024

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: L.85195AP1984PLC0O04507

www.drreddys.com




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
CEPTUDPUKAT AHAJIN3A www.drreddys.com

" ' S
Dr.Reddy’s ‘;’

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
ITpoaykr: Haii3s® AKTUBrens (HUIMECYIH) TeNlb 7151 HAPYIKHOTO mpuMeHenus, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240137 Batch Quantity / . 11782.000 units /

Cepnst No ) Pa3mep cepun © 11782.000 eamHuL
Analytical Repovrt No. / . 040002472411 Date of Analysis / . 31.03.2024
AHaantnyeckuii oTuyer No Jdara anaaunsa

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

JlaTa npouseoacrea TI'onen go

Mfg. License No. /

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

JuueH3ust Ne

Analysis performed according ND / Ananus nposeaen o H: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JII-Ne(001336)-(PI'-RU) ot 25.10.2022

Page40of 6/ Ctp. 43 6

Nimesulide / 9.70 mg/ 9.70 mr
Humecynmnn (97.0 %)

9.0 mg to 11.0 mg of Ci3Hi12N,05S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 Mr 10 11,0 mr Ci3H12N,058
(aumecynun) (ot 90,0 % no 110,0 % or
HOMMHAJIBHOTO COJiepkaHus) B 1 I rens

9. | Dimethyl sulfoxide / 102.2 %
JAumernncyabsdoxcua

90% to 110% of C2HeOS (dimethyl
sulfoxide) of label claim /

UT 90 % 10 1 LU Y% UaHgUS
(mumeTtuncynshokcum) ot
HOMHHAJIBHOTO COIepPIKAHMUS]

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
NIaMHHHPOBAHHOIO aJIOMHHMSA, CHaOXeHHYI0 MeMOpaHOM ISt KOHTpOJIs
nepBoro BCKphiTHA. Kaxkayro Ty6y BMecTe ¢ HHCTPYKIMEH 10 MEIUIMHCKOMY

IIPUMEHECHHIO MTOMEIAIOT B ITAYKyY 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.

*1loka3saTe/lb MOXKET OTCYTCTBOBATH B cepTHQHKATE aHAIK3A NPOou3BoguTeNs. IIpon3BoanTE L
rapaHTHPYET KA4ecTBO Npenapara no 3THM IOKA3aTe M.

Remarks : The Product conforms to ND/
ITIpumeuanne: [IpoaykT cootBercTByeT TpeGoBanuam HJJ

Conclusion : APPROVED /
3axkirouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HoarotosneHo: Ambresh Kumar Ipoepeno: Santosh Kumar Onobpeno: Menemkep / PykoBonutens
= ! i it
< Maurya @_ Amit Kumar B
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.03.2024 Hata: 31.03.2024 Jara: 31.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 23900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS d
CEPTUPUKAT AHAJIA3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
HpoaykTt: Haiiz® AKTUBrenab (HUMECYJIUA) Teib A HapYXKHOTo MpuMeHeHus, 1 %, 100 r
Market / Pyinok : Russia / Poccus
Batch No. / . V240137 Batch Quantity / . 11782.000 units /
Cepusi No i Pa3mep cepun © 11782.000 exuBmIT
Analytical Repo“rt No./ . 040002472411 Date of Analysis / . 31.03.2024
AHajuTHYecKHit oTueT Ne JlaTa ananu3a
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026
JaTa npouspoacTea T'open o
Mfg. License No. /
IIpousBoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JHUEeH3Hs1 Ne
Analysis performed according ND / Ananu3 nposenen no HJI: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

PageSof 6/ Ctp.5u3 6

API name (INN) / Hanmenopanue APC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

IIpomssomurenns APC, crpana:

Homep cepun npounspoautes ADPC: N{5/13020880

FP Manufacturer API Batch number /

Homep cepuu cydcTaHUMH FERAO00081
npoussoautens I'JID:

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

Aaptu Hparc JIta., Manus

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

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

Release site /

HaumMeHoBanue, agpec U HOMep
JIHIEH3HH MJIOEAXKH,
ocyumecTBIsIIOII e
MPOU3BOACTBO/KOHTPOJIb
kauecTBa/Boinyck I'JID /

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennwu’c Jlaboparopuc JItn., Unaus,
[IpousBoacTBeHHOE NoApazaeneHue-6, Bunnamk Kxons,
Hanarapx Poyn, Bagmu, Conan JQuctpukt, X.I1. 173205,
Hupus (Jnuensus 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/

IIpumeuanne: IlpogykT cooTBeTCcTBYET TpeboBanusam HJ|

Conclusion : APPROVED /
3axnwoyenne: OJJOBPEHO

Prepared by /

Checked by /

[onroroeneHo: Ambresh Kumar [Tporepeno: Santosh Kumar
( Maurya (E', Amit Kumar /lg —
> S

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Reprint Date /
MHara: 31.03.2024

Reprint Date /
Hara: 31.03.2024

Reprint Date /
Jlata: 31.03.2024

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

- ) ®e
DI’. Reddy,s q.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUGUKAT AHAJIM3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mponykr: Haiis® AKTHBreb (HUMECYIHT) TENb /Ul HAPYIKHOTO MpiMenetis, 1 %, 100 r
Market / Poinox : Russia / Poccus
Batch No. / . V240137 Batch Quantity / . 11782.000 units /
Cepusn No ) Pa3zmep cepuit * 11782.000 enunuI
Analytical Repovrt No./ . 040002472411 Date of Analysis / . 31.03.2024
AHaJIMTHYECKH oT4eT Ne JlaTa ananusa
Date of Manufacture / . 03/2024 Date of Explry/ . 022026
HJaTa npon3zeojacrsea T'onen a0
Mfg. License No. /
IIpousBoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
anuenszna Ne
Analysis performed according ND / Auanus nposenen no HJ: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Page 6 of 6 / CTp. 6 3 6

3aK/T09enHe 0 cooTBeTcTBUN: «HaCTOSIMM 5 IIOATBEPK/IaK0, YTO IPHBEACHHAA BBIE HH(OPMALAS SBISCTCS
JOCTOBEPHOM M TOYHOH. DTa cepHs MPOAYKIMH IPoU3BeJeHa (BKIOYAs YIAKOBKY (MapKHpOBKY) B KOHTPOIIb
KauecTBa) HA BBINICYKA3aHHOW INPOM3BOACTBEHHOW Iulomanke (IUIOMANKax) B IIOJIHOM COOTBETCTBHM C
TpeGoBanusaMu [IpaBui Haexameil Mpon3BOACTBEHHON IIPAKTUKH EBPasHiicKOro 3KOHOMHYECKOrO COr3a Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeOOBaHMAMU KOHTPOJIL Ka4deCTBa JEKAPCTBEHHBIX
CPEJICTB, & TAKKE B COOTBETCTBUM CO CHEIM(HKAIMAMHE, CONEPKAIIMMICS B PETHCTPAIHOHHOM AOCHE CTPAHBI-
HMIOpTEpa. 3alMCH MO MPOM3BOJCTBY, YNAKOBKE M aHAIM3y [POBEPEHBI, U YCTAHOBJIEHO MX COOTBCTCTBHE
TpebopanmaM [IpaBui HayIeXalel IPOM3BOJCTBEHHOM NPakTUKX EBPasHiCKOTo 3KOHOMHUYECKOTO COX03a.

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

Mpumeuanue: IIpoaykr coorsercTByeT TpeboaHusam HJJ 3axmouenue: OJIOBPEHO

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

IMoaroroeneno: Ambresh Kumar [porepeno: Santosh Kumar Ono6peno: Menemxep / Pykosonurens
6@?1-/ Maurya ) Amit Kumar Jf&”"‘ ;’-/

Reprint Date / Reprint Date / Reprint Date /

Jlara: 31.03.2024 Hara: 31.03.2024 Jara: 31.03.2024

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: L85195AP1984PLCO04507
www.drreddys.com




