Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +51 38166 56001-02

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

Market / P buok : Russia / Poccus

Batch No. / . V250459 Batch Quantity / . 11617.00 units /

Cepus Ne ) Pasmep cepun " 11617.00eaunur

Analytical Repovrt No./ . 040002975940 Date of Analysis / . 23.06.2025

AHaauTHY EKUi oTueT Ne JaTta ananusa

Date of Manufacture / . 06/2025 Date of Expiry / . 052027

JlaTa npou3soacTBa T'oaen a0

Mfg. License No. /

IIpoussoaCTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
aunensua M o

Analysis performed according ND / Anaaus npoeesen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Pagel of 5/Crp. 1u3 5

yellow gel with characteristic odor /
OnHOpPOAHBIH MNpO3pauHbIii  renb

N . :
.N':) f Test / Iloka3zaTrenn Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OnHOpOAHBIM Mpo3payHblif renb oOT

OJIEIHO-KEITOrO
XapaKTepHBIM 3aMaXoM

LIBETA

¢ | BecuBeTHOro 10 OJIEAHO-KEITOrO LBETA
C XapakTePHBIM 3aMaxoM

2. Identification / UnentHpukauns

a) HPLC / BOXKX

Complies as
CooTBeTcTBYET TPEOOBAHUAM

prescribed

/| 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>kuBaHus
OCHOBHOTO TNHKAa HAa XpoMmaTorpamme

UCIBITYEMOr0  pacTBopa JOJIKHO
COOTBETCTBOBATh BpEMeHH
yoep>KUBaHHS OCHOBHOIO IHKa Ha
XpoMmaTorpamMme pacTBopa
cTaHmapTHoro obpasua HUMeCynuaa
(paznen «KonuuecTseHHOE
OTIpeaeeHHE»)

Remarks : The Product conforms to ND/

IIpumeuanue: [Tpogykr coorBeTcTBYeET TpeboBanusam HJ

Conclusion : APPROVED /
Sakaiouenune: OJOBPEHO

Prepared by /

Checked hy /
[Toarorosneno: Rama kant w IIposepeHo: Pardecpf Kumar
Ot

o —

Appraved hy: Mana gPT/FYP(‘HﬁVP {
Onobpeno: Menemxep / Pykopoantens

c'_f' —

Pavan Kumar Sharma o

Reprint Date / H
Hata: 23.06.2025

Reprint Date /
Jara: 23.06.2025

Reprint Date / it
Jata: 23.06.2025

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: L85155AP1884PLCO04507
www.drreddys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tei:+S1 58166 56001-02
I 1T

(G

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hponym:_ﬁHaﬁs@ AxtuBrens (HUIMECYJIHA) Teb Ul HApY)KHOTO npumeHenus, 1 %, 100 ¢

Market / Phinok : Russia / Poccus

Batch No. / - Batch Quantity /  11617.00 units /

Cepust Ne ) Paimep cepun © 11617.00e 11nuL
Analytical Repovrt No./ . 040002975940 Date of Analysis / . 23.06.2025
AHanurndeexnii otuer Ne JlaTa aHa/in3a

Date of M anufacture / . 06/2025 Date of Expiry / . 05/2027

JlaTa npoyi3soacTBa I'ogen no

Mfg. License No. /

IMponssoxCTBeHHAs! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT™-RU)
aunensus N

Analysis performed according ND / Anasins npoBeaeH no H: JIII-Ne(001336)-(PI-RU)-251022

Page2 of 5/Crp. 2u3 5

b) UV spectrophotometry /
Y ®-cnekrpodoto meTpus

Complies as prescribed
CooreeTcTBYET TpeOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrp
MOIJIOMIEHHS HCIBITYEMOIO pacTBOpa
JIOJDKEH UMETh MaKCHMYM IOTJIOLLEHUS
npu 397+5 M

940.4 cantumyas

3. | Weight of package contents / 100 g/100r According to Rus. Ph. / B cooTBetcTBHN
Macca coaepaHMOro ¢ Tpebopanusmu 'O PO
YNAKOBKH

4. | pH 3.37 251t04.5/012,5004,5

5. | Viscosity / Bazkocrb 940.4 centipoise / 400 to 1,200 centipoise /

Ot 400 no 1200 cantumyas

6. | Impurities / IIpumMecn

i. | Impurity C/
IMpumecs C

ii. | Impurity D/
[Ipumecs D

iv. | Total impurities /
CyMma npumecet

iii. | Any other impurity /
JIrobas npyras npumech

Not detected / He o6HapyxeHa

Not detected / He obHapyxeHa

0.03 %

0.03 %

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

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

Not more than 0.50 % /
He 60omnee 0,50 %

Not more than 1.50 % /
He 60mee 1,50 %

7- | Microbial purity* / Muxkpo6uosiorudeckas YHcTOTa*

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Proparod by /
IMoarorosneno: Rama kant

Checked by /

IIpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pylcpso'inrrenh
Pavan Kumar Sharma j—

Reprint Date /
Jara: 23.06.2025

Qs

Reprint Date /
Jata: 23.06.2025

Reprint Date /
Hata: 23.06.2025

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: maii@drreddys.com

CIN: L851S5AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A Tei: +51°S 98166 56001-02
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
TIponysxr: Haiis® Axrusrens (HuMecynin) resb 4TS HApYAKHOTO npuMenenns, 1 %, 100 r
Market / P bHok : Russia / Poccust
Batch No. / . V250459 Batch Quantity / . 11617.00 units /
Cepust Ne ) Paszmep cepun © 11617.00eauHuI
Analytical Repovrt No./ . 040002975940 Date of Analysis / . 23.06.2025
| AHaauTNYEKH I 0TUeT Ne JaTta anayinsa
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTta npoH3BoacTBA TI'onen no
Mfg. Licenst No. /
Hpon3zsoacTseHHasn : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT'-RU)
Javnensust N
Analysis performed according ND / Ananus nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 5/Ctp. 3 m3 5

[ i |Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ O6uiee uncno a3poGHbIX He 6onee 100 KOE/r
MHKPOOPTaHH3MOB
i1. | Total Combined Yeast and NA Not more than 10CFU/g /
mould count / Ob1uee yuco He 6onee 10 KOE/r
JIPOOKEBBIX U MIECHEBBIX
rpuboB
1. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBUe B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrcTBUE B 1 T
8. | Assay/ KosnuyecTBeHHOE onpegesieHue
Nimesulide / 9.96 mg/ 9.96 mr 9.0 mg to 11.0 mg of C;3H2N>Os8S
Humecymun (99.6 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /
Or 9,0 MT 10 11,0 MI C13H12N205S
(uumecynun) (ot 90,0 % no 110,0 % ot
HOMMHAJIBHOTO coiepokanus) B 1 T rens

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanme: [Tpoaykr cootBeTcTBYET TpeboBanuam HJL

3axmwouenune: OJJOBPEHO

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

Toaroroeneno: Rama kant @Adﬁ— _IIporepeno: Pardeep Kumar Onobpeno: Menemxep / Pyl KQBOﬂI]TEI[b
Sl e Pavan Kumar Sharma 3

Reprint Date / Reprint Date / Reprint Date / =

Hara: 23.06.2025 Hara: 23.06.2025 Hara: 23.06.2025

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: L85155AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIU3A

Tel : +51 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Tpoayxkr: Haiis® Axrusrens (Humecynun) reb A HAPY#HOTO npiMesenus, 1%, 100 r

Market / PRliok : Russia / Poccust

Batch No. / . V250459 Batch Quantity / _ 11617.00 units /

Cepus Ne 5 Pa3smep cepun * 11617.00eaunu
. R .

Analytical epo:‘t No./ . 040002975940 Date of Analysis / . 23.06.2025

AHATUTHI ECKHT oTUeT No JlaTa anHaiau3za

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JaTta npor3BoACTBA T'ogen no

Mfg. LicenseNo. /

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

aunnensusa N

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

Page4 of 5/ Crp. 4u3 5

9. | Dimethyl sulfoxide /
JumernacynbGokcHI

99.0 %

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % mo 110 % CHesOS
(aumeTuncynbdoxcua) oT
HOMHHAJILHOTO COAEPXKaHUA

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 TyOy u3
JAMUHHPOBAHHOIO AMOMHHUA, CHaO)XKeHHYIO MeMOpaHOH s KOHTpO.A
nepBoro BekpbiTust. Kaxayio Tyy BMecTe ¢ HHCTPYKLIMEH 10 MEIULIUMHCKOMY
NPHUMEHEHHIO MOMELIAIOT B Na4Ky 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.

*TlokazaTe/ib MOKET OTCYTCTBOBATH B cepTHQHKATE aHATH32 Npon3BoauTesA. IIpousBoauTenn
rapaHTHpyeT Ka4ecTBO MpenapaTa Mo 3THM N0Ka3aTe/lsM.

API name (INN) / HaumenoBauune ADC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussoanrtes APC:

NMS/125020170

FP Manufacturer API Batch number /
Homep cepau cyGcTaHIUH NPOM3BOXAHTEIS
rJid:

FESA00190

API Manufactured by & country /
ITpoussoauTens APC, crpana:

Aarti Drugs Ltd., India /
Aaptu [lparc JIta., Unous

Remarks : The Product conforms to ND/

IIpumeuanme: TIpoaykr cootBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMToarororneHo: Rama kant

Qo

Checked by /
ITposepeno: Pardeep Kumar

Q;_f—-——z:‘

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykasoaurens

Pavan Kumar Sharma L,

e

Reprint Date / |
Hara: 23.06.2025

Reprint Date /
Jata: 23.06.2025

Reprint Date / o
JHara: 23.06.2025

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: L85165AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
) .... Formulation Unit-6
DI'. Red dy S .. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  Distt. Sofan, H.P,, 173 205, INDIA
CEPTUOUKAT AHAJIN3A Tel : +G1 58166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mponyxt: Haiz3® AxTHBrens (Humecynnn) renb JUls HApy#HOro npuMerenns, 1%, 100 r

Market / PhHok : Russia / Poccus

Batch No. / 4 V250459 Batch Quantity / . 11617.00 units /

Cepnsi Ne ’ Pazmep cepun © 11617.00e¢nununt
Analytical RepOft No./ . 040002975940 Date of Analysis / . 23.06.2025

AHagquTn4 €ckuid oTueT Ne JlaTa aHajqu3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara npor3soacTBa TI'open no

Mfg. License No. /

IMponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
anuensus N

Analysis performed according ND / Anaiu3 npoeeger no HJI: JITI-Ne(001336)-(PT-RU)-251022
PageSof 5/Crp. Su3 5

NEmE,Acress pufhorton Noior | T Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
E;:lxeﬂzﬁaz:e;nﬂgz;:;wt;p JIUEH3HH H-p Pennw’c Jlaboparopuc JIta., Mnaus, [IpousBoncTeeHHOe

SN 0D - noapasaenenue-6, Burnamk Kxons, Hanarapx Poyn, banaw,
KPORSROACEED EOHTROM. SR IECTRN PRI CE Comnan Tucrpukr, X.I1. 173205, Unaua (JInuensus Ne
LI 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».

3aKJII0YeHHe 0 COOTBETCTBHHU: «HacToAIMM 51 OATBEPXKIAI0, YTO IIPUBEICHHAS BhIIEe HHYOPMAIUs SABIACTCS
JTOCTOBEPHO# ¥ TOYHOW. DTa CepHsl MPOAYKIMH MPOHU3BEZcHa (BKIIOYAs YIAKOBKY (MapKMPOBKY) M KOHTDOIb
Ka4yecTBa) Ha BHINIEYKA3aHHOM IPOU3BOJCTBEHHOM IIIOIaaKe (IUIOMAAKax) B IIOJHOM COOTBETCTBHH C
TpeGoBanusMH [IpaBii Ha/UleKaliell IPOM3BOICTBEHHOMN NPaKTHKK EBpasuiickoro 3koHOMUYeCKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiOps 2022) u TpeOOBaHMSMH KOHTPOIS KadyeCTBa JICKAPCTBEHHBIX
CPEICTB, a TAKXE B COOTBETCTBHHU CO CIEIM(HKAIMAMY, CONEPKAIMMMHUCS B PETHCTPAIIMOHHOM JIOCHE CTPAHbI-
AMIIOpTepa. 3amucH IO MPOWU3BOJCTBY, YNAKOBKE M AHAJIM3Y IPOBEPEHBI, H YCTAHOBIEHO HMX COOTBETCTBHE
tpeboBanusm [IpaBui HaaIexamei TPOU3BOACTBEHHOM NPAaKTUKK EBpasniCKOro 3KOHOMUYECKOT0 COI03ay.

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

IIpumeuanwue: IIponykr coorBercTBYeT Tpebopanusam HJJ 3axawuenne: OJOBPEHO

Preparod by / Checked by / Approved by: Manager/Executive /

IToxrorosneno: Rama kant m &J’ IIpoeepeHo: Pardeeg_ Kumar Onobpeno: Menemiep / Pylg_-c;‘so,umenb
Yy = Pavan Kumar Sharma R

Reprint Date / U Reprint Date / Reprint Date / -

Hara: 23.06.2025 Jara: 23.06.2025 Jlara: 23.06.2025

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: L85155AP1984PLC004507
www.drreddys.com



