Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Nponykr: Haiis® AxTHsrens (HUMECYNH) reflb JUlsl HAapys>KHOTO npuMceHeHHs, 1 %, 20 r

Market / Poinok

: Russia / Poccus

Batch No. / . V240753 Batch Quantity / . 58537.000units /

Cepusi Ne i Paszmep cepun * 58537.000 enynny
Analytical Report No. / . 040002721386 Date of Analysis / . 14.11.2024
AHaJuTHYecKHUi 0TYeT Ne JaTta ananau3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTta npousBoacTBa I'onen no

Mfg. License No. /

IpouspoacTBeHHAs! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
Juuensus No

Analysis performed according ND / Anaau3s nposeaex no HJ/I: JIII-Ne(001336)-(PI'-RU)-251022

Pagelof 6/ Ctp. 1 u3 6

No/ 5 A

e Test / IlokazaTtenan Result / PesyabTart Specification / Hopma

L. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OnHOpOAHBIH MPO3PayHbIHA rejlb OpHoponHBIH Ipo3payHbld  renp  OT
6J1eIHO-KeNTOro LIBeTa C feclBETHOrO 10 OJEAHO-KENTOro LBETa
XapaKTepHbIM 3aMaXxoM C XapaKTEPHbIM 3a11aX0M

2. Identification / UnenTndukaunns

a) HPLC / BOXX

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 ynepauBaHus
OCHOBHOTO [MMUKA HA XPOMATOrpamMMc

KCITBITYEMOI0 pacTtBopa JOJDKHO
COOTBETCTBOBATH BpPEMEHH
VACPKUBAHUA OCHOBHOIO IMKa Ha
XpoMaTorpaMme pacTBopa
craHaapTHoro obpasla HUMeCynIuaa
(pa3gen «KonuuecTBeHHOE
orpeaeneHrey)

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr coorsercrayer Tpebosanusam HJT

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: ManagerfExecutive /
Onobpeno: Menemwkep/ Pykosogurens
Abhishek Chauhan /

/ M_I/

Aokt
Reprint Date / '

Hata: 14.11.2024

Reprint Date /
Hara: 14.11.2024

Reprint Date /
JHarta: 14.11.2024

Rosistered Oifics

507

337, Road Mo, 2, Ranjara Hills, Hydermbad -

Email: mail@dirreddys.cam

I
o

NISORE

:iangana, Indin




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykr: Haii3® AKkTHBrens (HiMecyaua) refb s Hapy»KkHoro npumenerns, 1 %. 20 r

Market / PbiHOK

: Russia / Poccus

Batch No. / . V240753 Batch Quantity / . 58537.000units /

Cepus No ) Paimep cepun * 58537.000 exnnuu
Analytical Repourt No./ . 040002721386 Date of Analysis / . 14.11.2024
AHaJiuTH4ecKHil oTyeT Ne JlaTa ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npou3BoacTaa Topen no

Mfg. License No. /

IIpou3BoACTBEHHANA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ns Ne

Analysis performed according ND / Anaaun3 nposeaes no HJL: JIN-Ne(001336)-(PI-RU)-251022

Page2 of 6/ Ctp. 2 13 6

b) UV spectrophotometry / YP-
cnekTpodoTo METpHS

Complies as prescribed /
CooteTcTBYeT TpeOOBaHHAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
TIOIJIOUIEHUST MCTIBITYEMOIO  pacTBopa
JOJDKEH UMETh MAaKCUMYM MOTNOLIECHUS
npu 397+5 um

3. | Weight of package contents / 21g/21r According to Rus. Ph. / B coorBeTcTBHN
Macca coaep:KHMOro ¢ TpeboBanusmu 'O PO
YNAKOBKH

4. | pH 3.13 2.5t04.5/0t12,5004,5

5. | Viscosity / BaskocTb

828.1 centipoise /
828.1 canTunyas

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

6. | Impurities / IIpumecn

i. | Impurity C/
ITpumecs C

Impurity D /

= ITpumecs D

Not detected / ne oOHapyzkeHa

Below LOD (LOD = 0.02 %) /
Hwxe npenena obHapysxenus (I10
=0.02 %)

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

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

Remarks : The Product conforms to ND/
IMpumeuanue: ITpoaykr coorBeTcTBYeT Tpedopanusam HJI

Conclusion : APPROVED /
3akmwouenune: OJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

ibs

Checked by /
TIporepeno: Pardeep Kumar

Approved by: Manager/Exetutive /
Onob6peno: Menemxep / P
Abhishel: Chauhan

KOBOOAHWTE]b

Reprint Date /
Hara: 14.11.2024

Reprint Date /
Hata: 14.11.2024

Reprint Date /
Hara: 14.11.2024

Re

nallsiathDd

5, Hyderahad - 5G3034, Telangnng, Indin
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Dr.Reddy'’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykT: Haiis® AkTusrenb (HUMecynia) refib Ul HAYKHOTO NpUMEHeHHs, 1 %, 20 T

Market / PoiHok : Russia / Poccus

Batch No. / . V240753 Batch Quantity / _ 58537.000units /

Cepus Ne " Pa3mep cepuu * 58537.000 ennnun
Analytical Repovrt No./ . 040002721386 Date of Analysis / . 14.11.2024
Anasutudeckuii otyer Ne JlaTa anaau3za

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara npousBoacTea T'onen oo

Mfg. License No. /

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

Analysis performed according ND / Ananu3s npoeeaen no HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp.3 136

Any other impurity /
Jlrobas npyras npumecs

1il.

iv. | Total impurities /

Cymma npumeceit

0.03%

0.0315 %

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

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity* / MuxpoGnosornueckas 4acrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O6111ee YHCI0 a3pPOOHBIX MUKPO- He 6osiee 100 KOE/r
OpraHnu3MOB

ii. | Total Combined Yeast and NA Not more  than 10CFU/g  /
mould count / OG1iee yucno He 6onee 10 KOE/r
JPONCKEBBIX U IJIECHEBBIX
1'puboB

iii. | Pseudomonas acruginosa NA Should absentin 1 g/
OtcyrcTBHe B 1 T

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

8. | Assay/ KoaunuecrBenHoe onpejeneHune

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

Ipumeuaunue: [Tpoaykt cooTeeTcTBYeET TpeboBaHusM HJI 3akmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive /

IMToarorosneno: Ramakant

Rkt

Iporepeno: Pardeep Kumar

oL —

Onobpeno: Menemxep //PykoBonuTess
Abhishek Chauhan /

-

Recistared Gilice: 8-2-337, Road Mo

Tel 481 40 4500 1450

N =
M Y

¥ agi0 25
L3BAPLCO04E07

oy

Reprint Date / Reprint Date / Reprint Date /
Jarta: 14.11.2024 Jara: 14.11.2024 Jara: 14.11.2024

3, Banjara Hills, Hyderabad - 560034, Telangans, indis

94, Ermali: mail@dry




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Formulation I
Vill. Khol, Nalagarh Road, 84

{MistE, S

Li O 7RSO !
(- DL o ! i 4

Tel

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykr: Haiiz® AxTHBrens (HUMECYIHI) Telb LIS HApYAHOro npuvenenns, 1%, 201

Market / Poinok : Russia / Poccus

Batch No. / . V240753 Batch Quantity / . 58537.000units /

Cepusi Ne ) Pasmep cepuu * 58537.000 enunMy
Analytical Repourt No. / . 040002721386 Date of Analysis / . 14.11.2024
AHaJuTn4yeckuii ordet No Jara ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npousBoacTBa TogeHn no

Mfg. License No. /

ITpouseoacTBeHHasN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JHueH3usa Ne

Analysis performed according ND / Auanuz nposenen no HJ/I: JITI-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ CTp. 413 6

Nimesulide / 9.97 mg/9.97 mr 9.0 mg to 11.0 mg of Ci3H12N205S
Humecynun (99.7 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /
Or 9,0 ML OO 11,0 Mr C13H12N2053
(anumecynun) (ot 90,0 % 10 110,0 % ot
HOMMHAJIBHOTO coaepkaHus) B 1 r rens
9. | Dimethyl sulfoxide / 98.7 % 90% to 110% of C2HsOS (dimethyl
JumeTHiacyaborcHI sulfoxide) of label claim /

O1 90 % no 110 % C;:HsOS
(mumetuncynshokcun) ot
HOMHHAJIBHOT'O COACpIKaHHsA

10. |Package/ YmakoBka

20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 20 r B TYOy u3
JIAMUHHUPOBAHHOTO AJIIOMHHHS, CHaOXXEHHYIO MeMOpaHOH [N KOHTpOJ
nepBoro BekpriThs. Kaxayio TyOy BMecTe ¢ HHCTPYKIHEH 110 MEAUIIHHCKOMY
PHUMEHEHHIO MOMEILAIOT B Ma4YKy 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.

*[IokasaTesib MOXKET OTCYTCTBOBATH B cepTHQHKATE aHAaIH3a npon3soauTes. Ilponssognrenn
rapaHTHpYeT KauecTBO Npenapara mo 3THM IoKa3aTeJIsiM.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET Tpebosanusam HJ

Conclusion : APPROVED /
3axkiaroyenune: OTOBPEHO

CIN: L85 1954 PLCOOaSGT

Prepared by / Checked by / Approved by: Manager/Executive /
IToproroeneno: Ramakant ‘{‘ IpoeepeHo: Pardeep Kumar Onobpeno: Menemwxep /Aykoponurens
|l g ) - Abhishek Chauhan

A :
Reprint Date / Reprint Date / Reprint Date /
Hara: 14.11.2024 Jara: 14.11.2024 Hara: 14.11.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 560024, Tetangang, thdin

Tel: +91 40 4200 2800, Fax: +81 40 4800 2924, Email: imailddrraddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

D Peddy's Lal

Formulation L

Vith Khol, Nalaga

CEPTHO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
HNpoaykr: Haii3® AkTuBrens (HUMeCynun) reiib A HapyKHoro npumexenus, 1 %, 20 r

Market / PeiHoK : Russia / Poccust

nuueH3ns Ne

Batch No. / . V240753 Batch Quantity / . 58537.000units /

Cepuna Ne ' Paszmep cepuu © 58537.000 enunnn
Analytical Repovrt No./ . 040002721386 Date of Analysis / . 14.11.2024
AHanmuTH4ecknif oTyeT Ne JlaTa anHasin3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npousBoacTBa T'opeH 10

Mfg. License No. /

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

Analysis performed according ND / Ananans nposeaen no H/; JITI-Ne(001336)-(PI'-RU)-251022

PageSof 6/Crp.5u3 6

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

Nimesulide / Humecymnun

API manufacturer batch number /
Homep cepuu npounssoauteas APC:

NMS/14090587

FP Manufacturer API Batch number /
Homep cepun cy0cTaHIIMH NPOU3BOJNTEIA
rid:

FERA00552

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

Aarti Drugs Ltd., India /
Aaptn [parc JItn., Uaaus

Name, address, authorization No for FP

/

HaumenoBanmue, agpec H HOMep JHIEHIHH
ILTOIAAKH, OCyLIecTBIAIOmETi
IIPOU3BOJCTBO/KOHTPOJIb Ka4eCcTBA/BBIIYCK
TJad /

manufacturing site / Control site / Release site

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennu’c JlaGoparopuc JIta., Unnus, IlpousBoacTBeHHOe
noJipazaeneHue-6, Bunnamxk Kxons, Hamarapx Poyn, bannu,
Conan Jluctpuxr, X.I1. 173205, Unous (JIuuenzua 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 FEurasian 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/

IIpumevanne: IIponykr cooreercTByeT TpeboBaHuam HJI

Conclusion : APPROVED /
3akawuenne: OJIOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
IIpoeepeHo: Pardeep Kumar

Approved by: Manager/Exyecutive /
Onobpeno: Menemwxep / PyKkoBoauTens
Abhishek Chauhan //

of—

{ f‘\,O’—
B
Reprint Date /

Jara: 14.11.2024

Reprint Date /
Jara: 14.11.2024

/

Reprint Date /
Jara: 14.11.2024

Registered Offica: 2-2-337, Road No. 3, Banjara Hills, Hyderabad - SG0034, Telangana, Indis

Tal: +91 406 4200 2900, Fayx:

CIM:

140 2900 2929, Email: mail@dreddys.com
PLCGOASG7

VOV GET RO UYE.COIT




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr: Haiiz® AkriBresns (HUMecyHa) refb U HapYXKHOro npuMenenns, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240753 Batch Quantity / . 58537.000units /

Cepusn Ne i Pa3smep cepun " 58537.000 enuHuI
Analytical RepO}‘t No./ . 040002721386 Date of Analysis / . 14.11.2024
AHanuTHudeckuii ordet Ne JlaTa anHanm3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jata npoussoacTsa Topen no

Mfg. License No. /

IIpousBoacTBeHHasN : MINB/05/263 MA number: / Homep PY : JII[I-Ne(001336)-(PI'-RU)
NuueH3us Ne

Analysis performed according ND / Ananaus nposenen no H: JIII-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ CTp. 6 M3 6

3axaouenne o coorBercrBum: «HacrosimmM si TOATBEpXKAal0, 4TO NPHBEACHHAS BBIIIE HHPOpMAIsL
SIBJISIETCSI JOCTOBEPHOH M TOYHOM. DTa cepHsi MPOAYKUHUH IIpou3Be/icHa (BKIIOYas YIIAKOBKY (MapKHPOBKY) U
KOHTPOJIb KaueCTBa) Ha BHIICYKA3aHHON IPON3BOICTBEHHOH JIOINaIKe (IJIOLIAIKaX) B IIOJIHOM COOTBETCTBHU
¢ TpeboBanusmu lpaBun HaIexalnel Npou3BOACTBEHHON NMpakTHKU EBpa3uiickoro 53KOHOMHYECKOTO COI03a
(No GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) u TpeOoBaHUSIMU KOHTPOJII KAYECTBA JIEKAPCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBUHU CO CIIEU(PUKAIIIAMHU, COACPKALTUMHUCS B PETMCTPALIMOHHOM JI0ChE CTPAHBbI-
UMITOpTepa. 3anucH MO MPOU3BOJCTBY, YIAKOBKE M aHAIM3Y IPOBEPEHBI, H YCTAHOBIEHO HUX COOTBETCTBHE
TpeboBaHusaM [IpaBui HajuIekael Nporu3BOICTBEHHOM NPaKTUKU EBpazuicKOro 3KOHOMUYECKOIO COI03a.

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

ITpumeuanne: [Iponykr cooTBeTcTBYET TpeboBanusam HJI 3akarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive /

[MonrotoeneHo: Ramakant Ilposepeno: Pardeep Kumar OnobpeHo: Menemkep / PyKOBOANTED
QK } jﬂl Qf// Abhishek Chauhan ~ /

Reprint Date / Reprint Date / Reprint Date /

Hara: 14.11.2024 Hara: 14.11.2024 Hara: 14.11.2024

Mangana, ndin

Noad Mo 2, Ranjara Hills, Hydarabad - 500024

Registerad Office: 8-2-337,
1 il malidd

leb + 81 40 4900 2800, F
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