.' Dr Reddy’s ":"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 1.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Ba-idi,
Distt. Solan, H.P., 173 205, INDI,'Z‘
Tei:+91 98166 56001-02

CEPTUOPUKAT AHAJIM3A

wwy.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Iponykr: Haii3® AKTUBrens (HUMECYIU) reflb M1 HApYKHOro npumenenus, 1 %, 100 r

Market / PoiHoK

: Russia / Poccust

Batch No. / . V240349 Batch Quantity / . 11782.00 units /

Cepust Ne ) Pasmep cepuu " 11782.00enynm1
Analytical Repourt No. / . 040002542564 Date of Analysis / . 05/06/2024
AHajuTuvyeckmnii otuer Ne JaTta aHanusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npousBoacTBA T'oaen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposenex no HJ: JITI-Ne(001336)-(PI'-RU)-251022

Page1 of 6/ Crp. 1 u3 6

colorless gel with characteristic

odor / OpHOpOoaHBIH Npo3payHblLii

reJib 6eCLIBeTHOFO IBE€TA C
XapaKTCPHBIM 3allaXOM

No

/ Test / llokazaTenn Result / Pe3yabTart Specification / Hopma

Ne

1. | Description / Onucanue Homogeneous, transparent, Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OaHOpOHBINM TpO3pauHbld  Tenb OT
OecupeTHOro 10 0JeIHO-XKEITOro 11BeTa
C XapaKTEePHBIM 3allaxoM

2 Identification / MpenTuduxanus

‘) HPLC / BOXKX

Complies as prescribed
CootBeTcTBYET TpEOOBAHUAM

! | 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 ynepxupanus

OCHOBHOI'0O MNHMKa Ha XpomMmaTrorpamme

HCTIBITYEMOIO pacTBopa JIOJKHO
COOTBETCTBOBATH BpEeMEHH
YAEp>KUBaHUS OCHOBHOIO IlMKa Ha
XpoMaTorpaMmme pacTBopa
CTaHAapTHOro obpasiua HHMeECYIHAA
(pasnen «KonnuecTBeHHOE
J— OIpeJieIEHUEY)

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

ITpumeuanne: ITponykT cooTBeTCTBYET TpeboBanuam HJI 3axaouenue: OJOBPEHO

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

Moarortoeneno:Pravesh Rana IIpoeepeno:Rama Kant Ono6peno: Menemxep / Pgxosoautens

Pavan Kumar Sharma |, ——

‘] 5
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
Hara: JHara: Hara:
Registerad Nffica: 8-2-337, Road Mo, 3, Banjara Mills, Hyderabad 500024, Telangona, India
Tel: 91 40 4000 2808, Fax: - 04900 2923, Email: inaill@chroddys.com

Cin: LE

wywdrreddys.com

S APLO54GPLCO04507




(' Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Matagarh Road, Bacidi.
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIM3

A

vy drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mponykr: Haiis® AxTuBrenb (HUMECYN) Feb A1 HAPYIHOIO npumMencHys, 1 %, 100 r

Market / Poinok : Russia / Poccns

Batch No. / . V240349 Batch Quantity / . 11782.00 units /

Cepus Ne ) Pa3mep cepun * 11782.00epuHun
Analytical Repo:‘t No./ . 040002542564 Date of Analysis / . 05/06/2024
AHaJHTHYeCKHI oTueT No JlaTa anajauza

Date of Manufacture / . 05/2024 Date of Expiry/ . 04/2026

JlaTta npousBoacTea T'onen oo

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeged no HJ/: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ CTp. 2 M3 6

b)UV spectrophotometry / YO-
cnekTpooTo MeTpHs

Complies as prescribed
CooTBeTCTBYET TPeOOB2ZHUAM

/] UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnektp
MOMJIOLIEHHA HCIIBITYEMOro  pacTBopa
JIOJDKEH UMeTh MaKCHMYM IOIJIOLIeHHS
npu 397+5 HM

Cymma npumecet

3. | Weight of package contents / 101g/101r According to Rus. Ph. / B cooTBercTBUM
Macca coaep:kHMOro ¢ tpeboanusmu ['® PO
YIaKOBKH

4. | pH 3.27 25t04.5/0T12,5 04,5

5. | Viscosity / BazkocTh 948.2centipoise / 400 to 1,200 centipoise /

948.2 cantunyas Ot 400 mo 1200 cantumyas

6. | Impurities / Ilpumecn

i. | Impurity C/ Not detected / e oGHapysena Not more than 0.50 % /

[pumecs C He 6onee 0,50 %
. Below LOD (LOD = 0.02%
ii | Impurity D/ np:ﬂ%‘j:a O%Ha;yigwﬂo(%zo/ 1/0%;”22) Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %
o

ii | Any other impurity / 0.04% Not more than 0.50 % /

i. | JlroOas npyras npuMech He 6onee 0,50 %

i | Total impurities / 0.09% Not more than 1.50 % /

He 6onee 1,50 %

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykt coorBeTcTBYeT TpeboanusaM HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
IMoarorosneno:Pravesh

Rja

Checked by /
IIpoBepeHo:Rama Kant

Pt

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoauresn
Pavan Kumar Sharma ==

Reprint Date /05.06.2024
Hara:

Reprint Date /05.06.2024
Hara:

Reprint Date /05.06.2024
JlaTa:

Registerad Dffice: 2-7-337, Rnad i 3, Ranjara Hillz, Hydora

Eimai
al

WAWVWLATT S Gays.com

bad 500024, Telangana, India

Imrnil@direddy z.com




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

D R dd 1} ...‘ Viil. Khol, Malagarh Road, Bacidi,

Disti. Solan, H.P, 173 205, INND|A
CERTIFICATE OF ANALYSIS Tol 1 +91 83156 56001-02
CEPTUO®UKAT AHAJIM3A it Ereddys. com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Hait3® AKTHBrelb (HUMECYIIHA) rellb JUT HApYXKHOTO MpHMeHeHus, 1 %, 100 ©

Market / PoiHoK : Russia / Poccus

Batch No. / . V240349 Batch Quantity / . 11782.00 units /

Cepns Ne ) Pazmep cepum © 11782.00emHun
Analytical Repovrt No./ . 040002542564 Date of Analysis / . 05/06/2024
AHaJUTUYecKHii oTyeT No JlaTa anaamsa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npouseoacTBa T'onen oo

Mfg. License No. /

IIpousBoacTBeHHASN : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JIMIeH3Hs Ne

Analysis performed according ND / Auaaus nposeaen no HJI: JII-Ne(001336)-(PI'-RU)-251022
Page3of 6/ Ctp.3u36

7. | Microbial purity* / MukpoGuorornyeckast 4HcTora*

1. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O01tee uncio a3poOHBIX MUKPO- He 6osee 100 KOE/r
OpraHU3MOB

i1 | Total Combined Yeast and NA Not  more  than 10 CFu/g  /
mould count / Ob1ee uncno He 6onee 10 KOE/r
JIPOYMCGKEBBIX H [UIECHEBBIX
rpubor

il | Pseudomonas aeruginosa NA Should absentin 1 g/

L. OrcyrcTBUE B 1 T

i | Staphylococcus aureus NA Should absentin 1 g/

v. OtcytctBue B I T

8. | Assay/KosudecTBeHHOe oIIpeeneHne

Nimesulide / 10.01mg / 10.01mr 9.0 mg to 11.0 mg of Ci3H2N205S
Humecynun (100.1 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 MI" 10 1 1,0 MTI C13H12N2058
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMHHANBHOrO coiepkaHus) B 1 I rens

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipnmeuanue: ITpoaykt coorBeTcTBYeT Tpebopanusm HJJ 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno:Pravesh R [TpoeepeHo:Rama Kant OnoGpeHo: Menemxep / PykoBonurenb

Z @ Pavan Kumar Sharma .
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
Hara: Jara: Hara:

Registerad Office: 8-2-337, Rond No. 3, Banlare Hilis. Hvderabad - 500024, Tzlangana. fhdia

S0 Email: meil@drraddys.com
3 PPLCO0LRNY
v drredadys.com

Tel: +23 20 4500 2340,




@ ' Dr. Reddy's Laboratories Ligd.
. @o Formulation Unic-6
‘ Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Ba di
) - Distt. Sotan, H.P, 173 205, 1M0DIA
CERTIFICATE OF ANALYSIS Tel : +91 88166 56001-02
CEPTUHOUKAT AHAJIN3A v drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
HponaykT: Haiiz® AxTHBrens (HUMECYIUI) redb 11 HAPYKHOro MpUMeHeHs, 1 %, 100 T

Market / Poinok : Russia / Poccus

Batch No./ . V240349 Batch Quantity / . 11782.00 units /

Cepusa Ne i Pa3mep cepuu * 11782.00e nuHuLL
Analytical Repourt No. / . 040002542564 Date of Analysis / . 05/06/2024
AHaauruyeckuii oTuer No Jlara ananunsa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npou3BoacTBA TopeH 10

Mfg. License No. /

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

Analysis performed according ND / Auanus nposeaen no H/: JIIT-Ne(001336)-(PI'-RU)-251022

Page 4 of 6/ Ctp. 4u3 6

9. | Dimethyl sulfoxide / 100.5 % 90% to 110% of C:HsOS (dimethyl
JdumeTnicyingorcH sulfoxide) of label claim /
Ot 90 % nmo 110 % C;HsOS

(numeTuncynshoKcua) ot
HOMHUHAJIBHOTO COepKaHHUsA

Package / Ynakoska 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
0. Each tube and a patient information leaflet in a carton. / ITo 100 r B TyOy us
JIAMMHUPOBAHHOTO AJIFOMHMHHMS, CHaO)XeHHyI0 MeMOpaHOH 1j11 KOHTpOJA
nepBoro BCKpbiTHA. Kaxkayro TyGy BMecTe ¢ HHCTPYKLHEH 110 MEJHLIUHCKOMY
NPUMEHEHUIO IOMELIAIOT B [Ia4Ky 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.

*ITokasaTenb MOXKET OTCYTCTBOBATh B cepTudHKATe aHAIH3a Hpou3BoAuTeas. HIponssoaurenn
rapaHTHpYyeT KauecTBO Mpenapara Mo 3THM NoKa3aTeam.

8\}]’;1 111;)1:ne (INN) / HammenoBanue A®C Nimesulide / Hevecyme
API manufacturer batch number / NMS/13121229
Homep cepuu npouspoguteasa ADC:
FP Manufacturer API Batch number /
Homep cepuu cyOGcTAHINH NPOH3BOAHTEIA FERA00264
TJ®d:
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI 3axawyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno:Pravesh Rang’ [Iporepeno:Rama Kant Opobpeno: Menemxkep / PykoroguTes

. z T Pavan Kumar Sharma §

- Gl ,

Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
Hara: Jara: Hara:

Registered Gifice: £-2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +91 40 4500 180G, Four +01 40 4900 2999, Email: mailddrreddyz.com
CIN: LRS1854AP1984PLC004507

wsdreedadys.com



i . ° Dr. Reddy's Laboratorias [ td.
. @ i i
Formulation Unit-6
9 @
, Dr. Reddy s ‘.. Viil. Khol, Nalagarh Road, Baddi,
. . Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol : +91 98166 55001-02
CEPTU®HKAT AHAJIM3A wve drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haitz® Axkrusrens (HUIMECYJHI) refib 1/ HAPYKHOTO npuMeHeHus, 1 %, 100 r

Market / Poinox : Russia / Poccus

Batch No. / . V240349 Batch Quantity / . 11782.00 units /

Cepus Ne i Pa3zmep cepum © 11782.00e1unu
Analytical Repourt No./ . 040002542564 Date of Analysis / . 05/06/2024
AHaJUTHYeCKHI oTueT Neo JlaTa anaau3a

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npousBoacTBa I'onen oo

Mfg. License No. /

IIpouseoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JIITI-Ne(001336)-(PI"-RU)
auueH3us Ne

Analysis performed according ND / Anasiun3 nposesen mo HJ/I: JIII-Ne(001336)-(PI'-RU)-251022

PageS5of 6/ CTtp. 5136

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

ITponzBoaurenn APC, crpana: Aapru lparc JIta., Maaus

Ezl:s%;c(:g:ie;s’ ;;leﬂ/l(g:)znit:gln sli\tlg fgeleasizi te/ Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
£ Solan (HP) 173205, India (License No MNB/05/263) /

HaumeHnoBanue ec  HoMep JUIeH3HH
> AP °p Tt J-p Pegmw’c Jlaboparopuc JIta., Uugus, [IponseoacTeenHoe
MI0MIAAKH, OCYLIeCTRJIsIOmei
nozapasaenenue-6, Bunnamk Kxone, Hanarapx Poyn, banawu,
I POM3BOACTBO/KOHTPOJIb Ka4eCTBA/BBIIYCK
LD / Conan J{uctpukr, X.I1. 173205, Unous (JIunensus 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».

3ak/04yeHne o coorBercrBuM: «HacTOSAINM s TONTBEPIKIAIO, YTO NPUBEACHHAS BBl HH)OPMAIIHS ABIIETCS
JOCTOBEPHOM M TOYHOM. DTa cepusi MPOMYKIIMH NMpPOM3BENEHA (BKIIOYAs YIIaKOBKY (MapKHpOBKY) M KOHTPOIb
KagecTBa) Ha BBINICYKa3aHHOW NPOM3BOJCTBEHHOM IUIOaAKe (MIOMmAnKax) B IIOJHOM COOTBETCTBHHM C
Tpebosanuamu [IpaBui Hajmexale# mpoOU3BOACTBEHHON MpakTHKY EBpa3sHHCKOro 5KOHOMHYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeGOBaHUSMH KOHTPOJA KadeCTBa JIEKAPCTBCHHBIX
CPEZICTB, a TaKKE€ B COOTBETCTBUH CO CIIEIUPHUKALUAMHE, COACPKAIMAMHUCI B PETUCTPALlHOHHOM JOChE CTPaHBI-
AMITOpTEpa. 3alicCH II0 MPOU3BOJCTBY, YNAKOBKE M aHAIU3Y I[POBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBHE
tpeboBanmsim ITpaBnn Hagnexalek MpoN3BOICTBEHHOMH NpakTHKH EBpasHiiCKOro S5KOHOMHYECKOTO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo:Pravesh Rana ITpoBepeno:Rama Kant Ono6peno: Menemxep / Pth‘BO)IHTﬁﬂB
CQ'iL Pavan Kumar Sharma ~_f,——

Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
JlaTa: JlaTa: Jlarta:

Registerad Nifice: 2-3-227, Pead Mo. 2, Banjaru Hills, 1yderabod 500024, Telaigana, i

Tel: +91 40 415C0 2500, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIM: L8R1G5AP19SAPLLD04507
wwwv.drreddys.com



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

c ' Qe
) q.. Viil. Khol, Nalagarh Road, Baddi
, Dr- Reddys L Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel 1 +91 98166 56001-02
CEPTUOHKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
MNpoayxT: Haii3® AxtuBrens (HUMECYIIMA) reflb MUl Hapyx)HOro npumMenenns, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240349 Batch Quantity / . 11782.00 units /

Cepusi Ne ) Pasmep cepun " 11782.00eauHM1
Analytical Repo“rt No./ . 040002542564 Date of Analysis / . 05/06/2024
AHaJINTHYeCKHii oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 05/2024 Date of Expiry / . 042026

JaTa npou3BoACTBA Togen a0

Mfg. License No. /

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

Analysis performed according ND / Auasnus nposeges no HI: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ CTp. 6 u3 6

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipameuanne: [Ipoaykt cooTBeTcTByeT TpeOoranusam HJT 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosaeHo:Pravesh Rana IIposepeno:Rama Kant Ono6penHo: Menemxkep / PygGBoautens

23 df Pavan Kumar Sharma

L

Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
Jara: Hara: Hara:

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +21 40 4800 2900, Fax: ~51 40 49C0 2999, Email: mail@drreddys.com
CIN: LSE1S5AP1984PLCO04507
www.drreddys.com



