Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

TIponykr: Haiiz® Akrusrens (HuMeCyTHI) refb A HapyxHoro npiMeHerus, 1 %, 50

Market / PolHok

: Russia / Poccust

Batch No. / . V250185 Batch Quantity / . 23530.000units /

Cepus No ) Pa3mep cepun " 23530.000 eauuui
Analytical Repo“rt No. / - 040002847976 Date of Analysis / . 15.03.2025
AnanuTuueckuii oTyer No Jara ananunsza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npou3BoACTBA T'onen po

Mfg. License No. /

INpouspoacreenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIHIeH3ust N2

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

Page1of 6/ Ctp. 1136

i.:) / Test / Iloka3zareinb Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OpHopoAHBIA MpO3padHbId  Trejlb

6.T16HH0—)!(P 1TOrO HIRETA c

el Y110,

XapaKTCpHBIM 3arlaxoM

pale-yellow gel with characteristic odor /
OpHoponHBIA TIPO3pauHbBIl  Tenb  OT
HecuBeTHOro 10 HNIETHO-XKENTOTO LIBETA
C XapaKTepHBIM 3aMaxXoM

2. Identification / UnenTndnkanus

a) HPLC / BOXX

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHHAM

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>xuBaHus
OCHOBHOTO IHKa Ha XpoMaTorpamme

UCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATH BPEMEHH
VASP)KMBaHWS OCHOBHOTO IIMKa Ha
XpoMarorpamme pactBopa
cTaHAapTHOro ofpasua HUMecyIHaa
(pazmen «KonuuecTBeHHOE
onpezeneHue»)

Remarks : The Product conforms to ND/

IIpumeuanue: [Iponykr coorsercTByer TpeboBanusm HJI

Conclusion : APPROVED /
Zakawuenune: OJIOBPEHO

Prepared by /
IMTonrotorneno: Pravesh Rana

Checked by /
[porepeHo: Pardeep Kumar

g

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoaurens
Amit Kumar

N

Reprint Date /
Hara: 15.03.2025

Reprint Date /
Hata: 15.03.2025

Reprint Date /
Jlara: 15.03.2025

Mo, 3, Banjara Hills,
01 40 4900 160

Leeoas0v

Huderabad - 300034, Telangana, India
4, Email: malliZdireddvs.com
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Dr Reddy's Laboratoiies Lic

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Hpoaykr: Haiis® Axrusreasb (HuMecy i) refb A8 HAPY/KHOrO npumeneisa, 1%, 50 r

Market / Pultok : Russia / Poccus

Batch No. / N Batch Quantity / _ 23530.000units /

Cepus Ne ) Pasmep cepun " 23530.000 eaunuL
Analytical Repourt No. / . 040002847976 Date of Analysis/ . 15.03.2025
AHaluTHyeCknii oryer Ne JlaTta ananusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npousBoacTBa T'onen oo

Mfg. License No. /

IIpouszBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuneH3ust Ne

Analysis performed according ND / Auaqus nposeaen mo H/: JIII-Ne(001336)-(PI'-RU)-251022

Page2of 6/ Ctp. 213 6

No/

Test / Iloxa3zareanb
Ne

Result / PesynabTar

Specification / Hopma

b) UV spectrophotometry / Y-
cnekTpodoTo MeTpus

Complies as prescribed
CooTBeTcTBYET TpeOOBAHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnexrp
NOrNOMIEHHsT UCMBITYEMOT0  PacTBOpa
JI0JIKEH UMETh MAKCHMYM MOTJIOLICHHS

npu 39745 um

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBercTBHH
Macca cogep:RUMOro ¢ TpeboBanusmu ['® PO
YNAKOBKH

4. | pH 3.34 2.5t04.5/012,51004,5

5. | Viscosity / BazkocTh

952.9 centipoise /
952.9 canTtunyas

400 to 1,200 centipoise /
Ot 400 no 1200 cantunyas

6. | Impurities / Ilpumecn

i. | Impurity C/
[Tpumecs C

Not detected / He oOHapykeHa

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

ii. | Impurity D/
IMpumecs D

Not detected / He oOHapyxeHa

Not more than 0.50 % /
He 6o1ee 0,50 %

Remarks : The Product conforms to ND/
Ilpnmeuanue: [Tponyxr cooTeTcTBYET TpeboBaHUsM H/I

Conclusion : APPROVED /
Zaxawuenune: OJOBPEHO

Prepared by /
[Toarorosneno: Pravesh Rana

/

Checked by /
[Tpoeepeno: Pardeep Kumar

T

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

. -
Amit Kumar [\ B =

Reprint Date /
Hara: 15.03.2025

Reprint Date /
Jara: 15.03.2025

Reprint Date / '
Hara: 15.03.2025

B

savaLarreddys.cam

mailfRarreddys

hat - 500034, Telangans, India
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayier: Haiiz® AkTnBrenb (HiMecysiil) refib JUIS HapyKHOro npumMenenns, 1 %, 50 r

Market / PlHoK

: Russia / Poccus

Batch No. / . Batch Quantity / ~23530.000units /

Cepusi Ne ) Pasmep cepuu © 23530.000 ennann
Analytical Report No./ . 040002847976 Date of Analysis / . 15.03.2025
AHannTHYyeCKHii oTueT Ne Hdata ananusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa nponsBoacTea Toagen go

Mfg. License No. /

IlponssoacTrBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueHsust N2

Analysis performed according ND / Ananus nposeaen no HJ/I: JIII-Ne(001336)-(PF-RU)-251022

Page30of 6/ Ctp. 3136

i‘? / Test / Iloka3zaTennb Result / PesyabTar Specification / Hopma
iii. | Any other impurity / 0.08% Not more than 0.50 % /

Jlrobas opyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.2% Not more than 1.50 % /

CyMMa npumeceit He 6onee 1,50 %

7. | Microbial purity* / MukpobuoJiornyeckas yucrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob1ee yncno a3pobHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Ob1ee yucno He 6onee 10 KOE/r
JIPOMOKEBBIX U IIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBue Bl r
iv. | Staphylococcus aureus NA Should absent in 1 g/

OtcyrctBUEe B I T

8. | Assay/KonudecTBeHHOe onpeeeHHe

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt cootBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
Ilonrorosneno: Pravesh Rana

Checked by /
[poeepeno: Pardeep Kumar

L —

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

Amit Kumar j'\ /?

Reprint Date /
Hata: 15.03.2025

Reprint Date /
Jara: 15.03.2025

Reprint Date /
Hara: 15.03.2025

isteTo0

Tol

 Offics: 3-2-23

T Road W
7, Road No

G5 40 4t

300 2800, Fay: #8140 4600 2999, Email
CIM: LS5195AP14GE4PLCCOAS0T

oy drreddys.com

4, Baniara Hitlls, Hydeiabad - 5008

34, Telangana, India

mail@drreddys.com




Dr.Reddy’s Q,':‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. So‘an H.P., 173 205, iNDiA

1&@ SaOn r"‘

CEPTUPUKAT AHAJIM3A

|C‘il oL 85160 58008

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
MponykT: Ijlj_ﬁi(@ AxTuBrens (HUMeCyuj) reib Ul HapyxHoro npumenenns, 1 %, 50 r

Market / Pu1Hok : Russia / Poccnst

Batch No. / . V250185 Batch Quantity / . 23530.000units /

Cepus: No ) Pa3smep cepun * 23530.000 equnun
Analytical Repourt No./ . 040002847976 Date of Analysis / . 15.03.2025
AHaauTudeCKnii oryer Ne JlaTa anasusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npousBoACTBa T'onen oo

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuneH3usa Ne

Analysis performed according ND / Ananus nposeaed no HJL: JITI-N2(001336)-(PT-RU)-251022

Page4 of 6/ Ctp. 4 13 6

i.f d Test / Iloxa3aTesn Result / PesyabTar Specification / Hopma
Nimesulide / 9.97mg/9.97 mr 9.0 mg to 11.0 mg of Ci3H12N205S
Humecymug (99.7 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /

Ot 9,0 mr no 11,0 mr CisHi2N20sS
(aamecynmua) (ot 90,0 % no 110,0 % ot
HOMMHAJIHOTO collepkaHus) B 1 r rens

9. |Dimethyl sulfoxide / 99.6 % 90% to 110% of C;HesOS (dimethyl
Jdumermicynbhorcug sulfoxide) of label claim /

Ot 90 % no 110 % C.HeOS
(muMeTHNCYNIBGOKCUA) OT
HOMHHAJIBHOTO COJep KaHHA

10. |Package / YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane.

JJaMHUHUPOBAHHOI'O aJIlOMHHHA,

Each tube and a patient information leaflet in a carton. / ITo 50 r B TyOy u3
cHaOXKEHHYIO MeMOpaHONW [y KOHTpOJIA
nepBoro BCkpeiTUi. Kaxkayio Ty6y BMecTe ¢ MHCTPYKLMEH N0 MEJULMHCKOMY
[IPUMEHEHHIO MOMEILAIOT B Ia4YKy 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.

*Tloka3aTellb MOXKET OTCYTCTBOBATH B cepTHHKATe aHAIU3a Npon3BoAuTesA. IlponssoauTens
rapasTHpYyeT Ka4ecTBO NpenapaTa [no 3THM I0KA3ATEIAM.

Remarks

: The Product conforms to ND/

Ipumeyanne: [IpoaykT cooTBeTcTBYET Tpeboanusam H/JI

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /

[ToarorosneHo: Pravesh Rana A '

Cliecked by /
ITposepeno: Pardeep Kumar

4]

-

Approved by: Manager/Lxecutive /
OnobpeHo: Menemkep / Pykosoaurenn
A

Amit Kumar /\ i /

Reprint Date /

JlaTa:

15.03.2025

Reprint Date /
Hata: 15.03.2025

Reprint Date / |
Hara: 15.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 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 Qf‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tponyxr: Haii3® AkruBreas (HUIMeCYIHA) TeJlb ISl HAPYXHOTO fpuMenenns, 1 %, 50 r - -
Market / PolHok : Russia / Poccus
Batch No. / . V250185 Batch Quantity / . 23530.000units /
Cepusi Ne ) Pa3mep cepun " 23530.000 enuHUIL
Analytical RepOj‘t No./ . 040002847976 Date of Analysis / . 15.03.2025
AHanuTHYyeCckuii oTyeT Ne JlaTa ananusa
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JlaTa npou3BoacTBa Iopen no
Mfg. License No. /
[IpousBoncreeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auneHsns Ne

[Analysis performed according ND / Auasnius nposeaex no HJ: JITI-Ne(001336)-(PI'-RU)-251022

PageSof 6/ CTp. 513 6

API name (INN) / HaumeHoBanue ADPC
(MHH):

Nimesulide / Humecymmn

API manufacturer batch number /
Homep cepun nponspoanrea APC:

NMS/14120876

FP Manufacturer API Batch number /
Homep cepun cydcTanunn
nponspoaures I'VIP:

FERAQ0751

API Manufactured by & country /
Hpoussoaurenn A®C, cTpana:

Aarti Drugs Ltd., India /
Aaptu Hparc JIta., Mnaus

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

HanmenoBanue, axpec H HoMep
JIHIEH3HH TLI0MAAKH,
ocylecTBJsAIOM el
HPOH3BOACTBO/KOHTPOJIb
kavecrBa/Beinyck L'JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennwn’c Jlaboparopuc JItn., Hanus,
ITpoussoacTBEeHHOE MoApasaeneHue-6, Bunnamx Kxoip,
Hasarapx Poya, bannu, Conan JQuctpuxr, X.I1. 173205,
Hnpus (JIvuensus 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

Remarks : The Product conforms to ND/

Hpnmeuanue: [TIpogykT coorBeTcTBYET Tpedoanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Pravesh Rana [Tpoeepeno: Pardeep Kumar Ono6peHo: Menenxep / PykoBonurens
Amit Kumar A
Reprint Date / Reprint Date / Reprint Date / !
[Hara: 15.03.2025 Hara: 15.03.2025 Jara: 15.03.2025
o, 3 Bamarn Hills, Hyderabad - 560034, Telangana, India

Email: mal@dregidys.com

198APLCOBASCT
wwwLdrreddys,com




‘.' Or. Reddy's Laboratories Lid
D R dd , g Formiad in
r.K€AQYS Ne Formia

CERTIFICATE OF ANALYSIS

CEPTA®UKAT AHAJIM3A .. . . oo o0
Product ; Nise Activ_gel (nimesulide) gel for external use, 1 %, 50 g -
I'[po.rllh*_[:_l:l_@ﬁ3® AKTHBreb (HIUMECYJIHI) refb A HapyKHOro npumenenits, 1%, 50 r o
Market / Poltok : Russia / Poccus
Batch No. / . V250185 Batch Quantity / . 23530.000units /
Cepusi N ) Pasmep cepun ' 23530.000 epuHML
Analytical Repovrt No. / . 040002847976 Date of Analysis / . 15.03.2025
AHanuTu4yeCknii oryer Ne JlaTa aHanu3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JlaTa npou3BOACTBA Togen oo
Mfg. License No. /
IIpomsBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne
Analysis performed according ND / Ananus nposeaed mo HJ: JINT-Ne(001336)-(PT-RU)-251022

Page 6 of 6 / CTp. 6 U3 6

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/I04eHHe 0 co0TBeTcTBHN: «HacTosmuM s MOATBEPIKIA0, YTO IIPUBEICHHAs BBIIE HHOOPMAIMS SBIISETCS
JIOCTOBEPHON 1 TOYHON. DTa cepus NPONYKIMY NpoH3BeieHa (BKIIOUAs YNAKOBKY (MapKMPOBKY) W KOHTPOJb
KayecTBa) Ha BBIIIEYKa3aHHOM MPOU3BOJCTBEHHOW molMaake (IUIOLIAAKax) B IIOJHOM COOTBETCTBHH C
Tpe6oBanusamu [IpaBmi HauexKaleil IPOH3BOICTBCHHON NMPaKTHKU EBpasHiicKOro 3KOHOMHUYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsbps 2022) u TpeOOBaHHAMH KOHTPOJSA Ka4yecTBa JIEKAPCTBEHHBIX
CpPEJCTB, a TAKXKe B COOTBETCTBUH CO ClelMMHKALUAMY, COIEPKALIMMHUCSA B PETUCTPALlMOHHOM JOCHE CTPaHbI-
HMIIOpTepa. 3alucH IO INPOM3BOJACTBY, YIAKOBKE M aHAJIM3y IIPOBEPEHEBI, H YCTaHOBJIEHO HX COOTBETCTBUE

TpeGoBanusamM [Ipapun Bauexamel Ipou3BOACTBEHHOH IPAaKTHKK EBpasuiiCKOT0 3KOHOMHYECKOI0 COFO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanune: [Iponykt coorBeTcTBYeT TpeboBanusam HJI 3akmwuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoeneno: Pravesh Rana Ipogepeno: Pardeep Kumar Omo6peHo: Menemxkep / PykoBoautens
3'(' Amit Kumar A
4 —— /\//
Reprint Date / Reprint Date / Reprint Date / '
Hara: 15.03.2025 Hara: 15.03.2025 Jata: 15.03.2025
Registered Office: jara Hills, Hyderabad - 500034, Telangana, Indin
30 Emails mait@drreddys.com
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