Dr. Ready’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT 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 %, 100 g
Ipoaykr: Haii3® AkTuBrens (HUMeCYNIu) resib 1UIsl HAPY)KHOTO npuMeHeHus, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240136 Batch Quantity / . 11739.000 units /

Cepusi No ) Paszmep cepun * 11739.000 enuHuL
Analytical Repovrt No./ . 040002471947 Date of Analysis / . 31.03.2024
Anajanruyeckuii oTyeT No JaTta aHanuza

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

JlaTa npousBoacTBa T'open no

Mfg. License No. /

IIpousBoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JauneHsus No

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

Analysis performed according ND / Anasu3 nposeaen o H/I: JITT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Pagelof6/Ctp.1u3 6

No / . .

Ne Test / Iloka3zaTesnb Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OmHOPOAHBIM PO3pauHBbIii reNb OpnHOponHBIH MpO3payHbIA  Telib  OT
6J1e THO-KEJITOTO UBETA C OecupeTHOro 10 6JIeIHO-XKENTOrO LBETA
XapaKTepHBIM 3aMaxoM C XapaKTepHBIM 3araxoM

2. Identification / UnenTuduxamus

a) HPLC / BOXX

Complies as prescribed
CootercTBYyeT TpebOBaHUAM

/

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 yaepKvBaHHs
OCHOBHOTO TMHKa Ha XpOMAaTorpamme

HCIBITYEMOr0  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpEMEHH
yIep>KUBaHUS OCHOBHOTO IMHKa Ha
XpOMaTorpaMme pacTBopa
craHmaptHoro ofpasua HHMeCynuaa
(paznen «KonuuectBeHHOE
OTIpe/IeNIEHHE )

Remarks : The Product conforms to ND/

Ilpumeuanne: IIponykt cooTBeTcTBYeET TpeboBanmsaM HJJ

Conclusion : APPROVED /
3axmarouenne: OJIOBPEHO

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

Ioarorosnexo: Ambresh Kumar ITposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoautens
; 9’ - Maurya é_, Amit Kumar __F\\,_. _

Reprint Date / Reprint Date / Reprint Date /

Hara: 31.03.2024 Jara: 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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. 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

ITpoayxr: Haii3® AktuBrens (HUMECYJIUR) renb [IJi HAPYKHOTO npuMeHenus, 1 %, 100 r

Market / Prinok

: Russia / Poccust

Batch No. / . V240136 Batch Quantity / . 11739.000 units /

Cepusi No i Pa3zmep cepun © 11739.000 enunuL
Analytical Repovrt No./ . 040002471947 Date of Analysis / . 31.03.2024
AHaJuTH4yecKkHil oTyeT Ne Jara anasm3a

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

JlaTa npous3BoacTBA TI'onen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3s npoeeaed no H/I: 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®-
CrIeKTpo(OTO METpHs

Complies as prescribed
CooTtBeTcTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrp
IIOIJIOUIEHHS HCIBITYEMOIrO pacTBOpa
JIOJDKEH UMETh MAaKCHMYM TOTJIOLIEHHS
nipu 39745 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBerctBHM
Macca coaep:kumMOoro ¢ TpeboBanusmu 'O PO
YHAaKOBKH
4. | pH 3.21 2.5t04.5/0t12,5n04,5
5. | Viscosity / Bazkoctb 954.4 centipoise / 400 to 1,200 centipoise /
954.4 cantunyas Ot 400 no 1200 canTumyas
6. | Impurities / IIpumecn

ii.

1ii.

Impurity C/
IIpumecs C
Impurity D /
ITpumecs D

Any other impurity /
Jlrobas npyras npumech

Not detected / He o6HapyxeHa

Not detected / He oOHapysxeHa

Below LOQ (LOQ =0.03 %) /
Hroke npenena kosM4yecTBEHHOTO
onpenenenus (IIKO = 0.03 %)

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanue: IIpogykT coorBeTcTByeT TpeboBaHusm HJL

Conclusion : APPROVED /
3akmouenne: OJAOBPEHO

Prepared by /

ITonrorosieno: Ambresh '
N

Checked by /
IIpoBepeno: Santosh Kumar
Maurya Qe

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

Amit Kumar \ \\;

Reprint Date /
Hara: 31.03.2024

Reprint Date /
Jara: 31.03.2024

Reprint Date /
Jlara: 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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiis® Axrupresns (HIMECYJIMA) Ieflb U HAPYXHOTO NpuMeHeHus, 1 %, 100 r

Market / Puinok : Russia / Poccus

Batch No. / . V240136 Batch Quantity / . 11739.000 units /

Cepusi N ) Pasmep cepun * 11739.000 exunuL
Analytical Repourt No./ . 040002471947 Date of Analysis / . 31.03.2024
AHajauTnuyeckmii oruer Ne JlaTa aHaau3a

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

Jata npounspoacTsa T'ogen no

Mfg. License No. /

IIpousBoacTBEeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Jnuen3us Ne

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

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

Page3 of 6/Crp.3u3 6

iv. | Total impuritics / 0.04 % Not more than 1.50 % /
CymMma npumeceit He 6onee 1,50 %

7. | Microbial purity* / MukpoGuoJsioruieckas 4ucrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O6u1ee uncno a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB

ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Ob1riee uncio He 6onee 10 KOE/r
IPONOKEBBIX M TUIECHEBBIX
rpyubOB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtrcyrcTBUE B 1 T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrcTBUe B 1 1

8. Assay / KosmyecTBeHHOE onpeeieHne

Remarks : The Product conforms to ND/
Ilpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusm HJ|

Conclusion : APPROVED /
3axuaouenne: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

[Toarorosneno: Ambresh ar ITposepeno: Santosh Kumar Ono6peno: Menemxkep / PykoBoautens
N Maurya - Amit Kumar = Y
Reprint Date / Reprint Date / Reprint Date / '

Jara: 31.03.2024 Jara: 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: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘ Qo . :
:. Formulation Unit-6
: y ®
Dr. Reddy S ". Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDUKAT AHAJIN3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Hajis® Axtusrens (HUMeCyJIuA) rejb JUIA HApYXKHOTo npuMeHeHus, 1 %, 100 r
Market / Poinok : Russia / Poccus
Batch No. / . V240136 Batch Quantity / . 11739.000 units /
Cepus Ne i Paszmep cepun * 11739.000 equauL
Analytical Repo“rt No./ . 040002471947 Date of Analysis / . 31.03.2024
AHaJuTHYecKHii oT4eT Ne Hdara ananusa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026
JlaTa npoM3BoACTBa Togen no
Mfg. License No. /
IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Juuensus Ne
Analysis performed according ND / Ananu3 npoeeged no HJI{: JIIT-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Paged4 of 6/ Ctp. 4u3 6

Nimesulide / 9.76 mg / 9.76 mMr 9.0 mg to 11.0 mg of Ci3H12N,O5S
Humecynmun (97.6 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3H12N,O5S
(uumecynun) (ot 90,0 % no 110,0 % or
HOMMHAJIEHOTO COZIEPKaHus1) B 1  rens

9. | Dimethyl sulfoxide / 102.6 % 90% to 110% of Co.HgOS (dimethyl
JdumeTHACYI6()OKCHA sulfoxide) of label claim /

O1 90 % no 110 % C.HsOS
(mumMeTHCynbHOKCHI) OT
HOMHHAJIBHOTO COAEP KAHUS

10. |Package/ YmakoBka 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 TyOy u3
JJAMHHHPOBaHHOTO aJIOMHHHS, CHabXKeHHyI0 MeMOpaHO# JUuil KOHTpOJA
nepBoro BCKphiTus. Kaxayio TyOy BMecTe ¢ MHCTPYKLMEH 0 MEAULMHCKOMY
HPUMEHEHHIO IOMEILAIOT B 124Ky 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.

*Iloka3zaresib MOKeT OTCYTCTBOBATH B cepTHUKATE aHAJH3a NpousBoauTes. IIponssoguren
rapasTHpPYeT Ka4eCTBO NPENapaTa mo 3 THM MOKa3aTe M.

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

IIpumeuanue: [Iponykr coorBeTcTBYeT TpeOoBaHusaM HJT 3axkawuenne: OJJOBPEHO

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

Ilonroroeneno: Ambresh Kumar IlpoBepeno: Santosh Kumar Ono6peno: Menemxkep / PykoBonurens
e Maurya Amit Kumar A\

Reprint Date / Reprint Date / Reprint Date/

Jata: 31.03.2024 Jata: 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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A ~ Wwwwdrreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Mpoaykr: Haiizs® AKTHBrenb (HUMECYIII) refb 1A HapykHOro npuMeHerus, 1 %, 100 r

Market / Puinok : Russia / Poccus

Batch No. / . V240136 Batch Quantity / . 11739.000 units /

Cepus Ne i Pazmep cepun * 11739.000 enunuiy
Analytical Repovrt No. / . 040002471947 Date of Analysis / . 31.03.2024
AHanuTnyeckmii oTuer Ne Hara ananu3za

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

Jata nponsBoacrea I'onen no

Mfg. License No. /

IIpousBoacTBeHHAast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JMUeH3us Ne

JII-Ne(001336)-(PI'-RU) oT 25.10.2022

Analysis performed according ND / Ananns npoeeaen mo HJI: JIXI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

Page5of6/Crp.5u3 6

API name (INN) / Ilaumenosanue AD®C
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

npouspoauress I'JIP:

Homep cepun npouspoaurens ADC: NME/15020880
FP Manufacturer API Batch number /
Homep cepuu cyGcTanmmmn FERA00081

API Manufactured by & country /
IIpoussoanrenn A®C, crpana:

Aarti Drugs Ltd., India /
Aapru Hparc JItn., Uagus

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

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

Release site /

JIMIEH3HH TIOUIAAKH,
ocylecTBAAIONIEH

HanmeHoBaHue, agpec u HoMep

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennu’c Jlaboparopuc JIta., Uanus,
ITpousBoacTreHHoe noapasaenenue-6, Bunnamk Kxons,
Hanarapx Poyn, banmu, Conan Quctpukrt, X.IT. 173205,

NPOH3BOACTBO/KOHTPOIb
KavecTBa/Boinyck I'JID /

Wnpns (Jlunenszus No 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 dossicr of thc importing country. Production, packaging and testing 1ecurds are verified and (lieir

compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

Remarks : The Product conforms to ND/
Ilpumeuanne: [IponykT cooTeercTByeT TpeGoBanusam HJ|

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /
IMoaroroeneno: Ambresh Kumar

Maurya .

I[TpoeepeHo: S(agosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemzep / PykoBoauTens
Amit Kumar 5 e

—

A~

Reprint Date /
Jarta: 31.03.2024

Reprint Date /
Hata: 31.03.2024

]

Reprint Date /
Jlara: 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: L85195AP1984PLC0O04507
www.drreddys.com




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

; ) @
Dr. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,

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

CEPTU®UKAT AHAJIA3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Hait3® Axrusrens (HUMECYNIUI) renb 4 Hapy>XKHOTo nmpuMeHenus, 1 %, 100 r
Market / Poinok : Russia / Poccus
Batch No. / . V240136 Batch Quantity / . 11739.000 units /
Cepus No ) Pa3mep cepun * 11739.000 equHuL
Analytical Repovrt No. / . 040002471947 Date of Analysis / . 31.03.2024
AHajautHyecknii oTyer No JarTa ananausa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026
Jara nponsBoacTea Topen no
Mfg. License No. /
HpousgoacreeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueHsus Ne
Analysis performed according ND / Ananu3s nposeaen no HJ: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) or 25.10.2022

Page 6 of 6 / C1p. 6 M3 6

3akJ0yenne o cooTBeTcTBHH: «HacToAmuM s MOATBEPXKal0, YTO IpUBEICHHAs BBIUIe HHPOpPMAIUST SBMsIeTCS
JOCTOBEPHOH M TOYHOHM. DTa cepus IMPOIYKIMH IpOM3BeleHa (BKJIIOYas yIakoBKY (MapKHpPOBKY) M KOHTPOIb
Ka4eCTBa) Ha BBIIIEYKa3aHHOM IIPOM3BOACTBEHHOH IUIomanke (IUIOMIAaAKaX) B IOJHOM COOTBETCTBHH C
TpeboBarusamu [TpaBun Hamnexaei TPOM3BOACTBEHHOM NPAKTHKKA EBpa3sHiiCKOro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeOOBaHUSIMH KOHTPOJISA KadecTBa JEKAPCTBEHHBIX
CPEZCTB, a TAK)KE B COOTBETCTBHM CO CHEIUPHUKAIIMIMU, COACPIKAITUMUCI B PETHCTPAIIMOHHOM J0CHE CTPAHBI-
UMIIOpTEpa. 3alHMCH [0 MPOU3BOJCTBY, YNAKOBKE W aHANW3y IPOBEPEHBI, X YCTAHOBIEHO HX COOTBETCTBHE
TpeboBanuaM [IpaBui HajIexale NPOU3BOACTBEHHON MpakTHKK EBpa3uiickoro S5KOHOMHYECKOI'O COI03a».

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

IIpumeuanue: [TponykTt cooTBeTcTBYET TpeboBanuam HJ 3akmouenne: OJIOBPEHO

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

[Moarorosnexo: Ambresh Kumar IIposepeno: Santosh Kumar Onob6peno: Menemxkep / Pykoronutens
& Maurya 0;6_._ Amit Kumar /\C ?

Reprint Date / Reprint Date / Reprint Date/

Jara: 31.03.2024 Jara: 31.03.2024 Hata: 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: L85195AP1984PLC0O04507
www.drreddys.com




