Dr.Reddy’s ":’

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS Distt. Solan, 4.P, 173 205, INDIA
CEPTUOUKAT AHAJIN3A

e a1 4 Soony N9
i .'_,J__,._e‘(lu‘,u\_,uLu

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haii3® AxTuBress (HUMECYNUI) Iellb AT HAPYKHOTO NpUMeHeHud, 1 %, 100 r

Market / Puinok

: Russia / Poccus

Batch No. / . V250400 Batch Quantity / . 11500.00 units /

Cepusa Ne ) Pasmep cepun " 11500.00eanuun
Analytical Repovrt No./ . 040002943976 Date of Analysis / . 29.05.2025
AHasmmTuuyecKHii oTdyer Ne JaTa ananusa

Date of Manufacture / . 04/2025 Date of Expiry/ . 03/2027

JaTa nponsBoacTBa Togen no

Mfg. License No. /

ITpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)

auuen3us Ne

Analysis performed according ND / Ananun3s npogeaes no HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page 1 of 5/Crp. 1 m35

No /

e Test / IToka3zarean

Result / Pesyabrat

Specification / Hopma

1. | Description / Onucanune

Homogeneous,
yellow gel with characteristic odor /
OpHopoaHbIf  Mpo3pauHbIi e
OnenHO-KeNnToro
XapaKTepHbIM 3aNaxXoM

transparent, pale-

LBETa c

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOPOAHBIA MNpO3payHblf  reidb  OT
GecuBeTHOro 0 OJIEAHO-KENTOro IBETa
C XapaKTEePHBIM 3a11axoM

25 Identification / UneaTuduxanns

a) HPLC / BDXX

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) / Bpemsa yneprkuBaHus
OCHOBHOTO TIHKA Ha XpOMaTorpamme

HCIIBITYEMOT0 pacTBopa IIOJDKHO
COOTBETCTBOBATH BpeMEHH
YOEePKUBAHHSA OCHOBHOI'O TMHKA Ha
XpoMaTorpaMme pacTBOpa
cTaHJapTHOro ofpasua HuUMecyIHaa
(paznen «KonnuectBeHHoOE
OTIPEICIIEHHEY)

Remarks : The Product conforms to ND/

IIpnmeuanne: [IponykT coorBercTByeT TpeboBanmam HJI

Conclusion : APPROVED /
3akmaogyenne: OJJOBPEHO

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

[Tonrororneno: Rama kant 7\ Ilposepeno: Pardeep Kumar Opnobpeno: Menemxep / PylcoBozmTenb
QL; l(ﬂt -, [ Amit Kumar ) T

Reprint Date / Reprint Date / Reprint Date / '

Jarta: 29.05.2025

Jara: 29.05.2025

Jara: 29.05.2025

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUD®UKAT AHAJIN3A el +8L 58168 5ECLL02
B = dvs.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Haii3® AktHBrens (HUMecynmna) reflb Al HapyXKHOTO npumeHenns, 1 %, 100 r
Market / PbiHok : Russia / Poccus
Batch No. / . V250400 Batch Quantity / . 11500.00 units /
Cepus Ne ) Pa3mep cepun © 11500.00¢ nuHML
Analytical Repovrt No./ . 040002943976 Date of Analysis / . 29.05.2025
AHanuTudeckuii oTuyer Ne JaTa ananusa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BoxcTBa T'ogen no
Mfg. License No. /
IIpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
auuen3us Ne

Analysis performed according ND / Ananu3s nposesien no HJI: JIIT-Ne(001336)-(PT'-RU)-251022

Page2 of 5/Ctp. 2135

b) UV spectrophotometry /
Y ®-cnektpodoTo MeTpHs

Complies as prescribed
Co0TBETCTBYET TPEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-criektp
AOMIONIEHH HCHBITYEMOro  pacTBopa
JOJDKEH UMETh MaKCHMYM MOTJIOILEHUS
npu 39745 HM

3. | Weight of package contents / 100g/100r According to Rus. Ph. / B cooTBeTcTBHH
Macca conep:xkHMOro ¢ tpeboBanusiMu ['® PO
yIaKOBKH

4. | pH 3.72 25t04.5/0t12,5n004,5

5. | Viscosity / BazkocTts

948 4 centipoise /
948.4 canrunyas

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

6. | Impurities / IIpumecu

i. | Impurity C/

[Mpumecs C

ii. | Impurity D/

ITpumecs D

Any other impurity /
Jlrobas npyras npumech

1ii.

Total impurities /
Cymma npumeceit

1v.

Not detected / He oOHapyskeHa

Not detected / He oOHapyxeHa

0.03 %

0.06 %

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

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

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

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

7. | Microbial purity* / MukpoOHnoJiornyeckass YucToTa*

Remarks : The Product conforms to ND/
IIpameuanne: IIpoaykT coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
IMoaroroeneno: Rama kant
At

Checked by /
INposepeno: Pardeep Kumar

"

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pyxosonurens
Amit Kumar N

Reprint Date / |
Hara: 29.05.2025

Reprint Date /
Jara: 29.05.2025

Reprint Date / !
Jara: 29.05.2025

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.F., 173 205, INDIA

CEPTUOPUKAT AHAJIM3A

R e D e o e e TR
121, Tl Dolou ovuitus

Product : Nise Activgel (nimesulide) gel for external

use, 1 %, 100 g

Hpoaykr: Haii3® Akruerens (HuMecyTua) resib A8 HapyxHOro npumerenys, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V250400 Batch Quantity / . 11500.00 units /

Cepus Ne ) Pazmep cepuu © 11500.00¢qvnmiL
Analytical Repovrt No./ . 040002943976 Date of Analysis / . 29.05.2025
AHaauTuueckuii oruer Ne JlaTa aHa/iM3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jlara npou3sBoacTsa I'ogen no

Mfg. License No. /

IIpouzBoacTBEHHan : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT'-RU)
JuneHsus Ne

Analysis performed according ND / AHanu3 nposenex no H: JITT-Ne(001336)-(PI-RU)-251022

Page3 of 5/ Crp.3mn3 5

i. |Total Aerobic Microbial Count NA Not more than 100 CFU/g/
/ Ob1ee unucio a3poOHBIX He Gonee 100 KOE/r
MMKPOOPTraHH3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / O61uee 4uciio He 6onee 10 KOE/r
IPONOKEBBIX M MIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrcTBEe B I T

iv. | Staphylococcus aureus NA Should absent in 1 g/
OrcyrcTBHE B 1 T

8. | Assay/KosnuecTBeHHOe onpeaeeHHe

Nimesulide /
Humecymin

10.04 mg/ 10.04 mr
(100.4 %)

9.0 mg to 11.0 mg of C13H2N2058
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 MI" 10 11,0 MI' C13H12N205S
(aumecynun) (ot 90,0 % 10 110,0 % ot
HOMUHAJILHOTO cofiep KaHus) B 1 r rens

Remarks : The Product conforms to ND/

IIpumeuanue: [ponykt coorBeTcTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

[Toaroroeneno: Rama kant 4 ITposepeno: Pardeep Kumar Onobpeno: Menemxep / PykeeoguTens
Mr ‘Lt el Amit Kumar N

Reprint Date / ~ 17 | Reprint Date / Reprint Date / I

Hara: 29.05.2025

Jata: 29.05.2025

Jara: 29.05.2025

Registared 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: LB5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A  7ol.+21 58168 5600:-02
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g o
Ipoxykr: Hai3® AktnBresb (HUIMeCyua) reflb As HapyXHOro NpuMeHeHus, 1 %, 100 r
Market / PriHok : Russia / Poccus
Batch No. / . V250400 Batch Quantity / . 11500.00 units /
Cepus Ne ) Pasmep cepun * 11500.00eauHML
Analytical Repovrt Neo./ . 040002943976 Date of Analysis / . 29.05.2025
AHanuTHYECKHI oTYeT Ne JlaTa ananusza
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BOACTRA T'ogen o
Mfg. License No. /
HpouszpoacTBenHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
unenzus Ne

Analysis performed according ND / Ananus nposeaen no HJI: JII-Ne(001336)-(PI'-RU)-251022

Page4 of 5/ Crp. 4u3 §

9. | Dimethyl sulfoxide / 99.8 % 90% to 110% of C2HeOS (dimethyl
JumMeTHiIcyabPoKCH sulfoxide) of label claim /
Ot 90 % no 110 % C.HesOS
(aumeTuncynsdoxeua) or
HOMHHAJIBHOTO COISPIKaHUA
10. |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

JJAMUHHPOBAHHOI'O aJIIOMHHHA,

cHabXeHHYI0O MeMOpaHOH Ji1 KOHTpOJA

nepeoro BekpeiTHs. Kaxayro TyOy BMECTe ¢ HHCTPYKUHEH M0 MEAMIIHHCKOMY
NPHUMEHEHHIO [IOMELAIOT 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.

*TlokazaTe/ib MOKET OTCYTCTBOBATH B cepTHQHKaTe aHaIH3a npou3soauTes. Illpoussoaurens
rapaHTHpyeT KauecTBO Npenapara mo 3THM IoKa3aTe/IaMm.

API name (INN) / Haumenopanne ADC

Nimesulide / Humecynun

I'JId:

Homep cepun cyOcTaHIIHH HPOH3BOIHTEJIS

(MHH):
API manufacturer batch number / NMS/14120885
Howmep cepun npoussoaureas ADPC:
FP Manufacturer API Batch number /
FERAO00756

API Manufactured by & country /
IIpoussoauteas ADC, crpana:

Aarti Drugs Ltd., India /
Aaptu Jlparc Jita., Uuaus

Remarks :

The Product conforms to ND/
Ipumeqanne: [Ipoaykr cooTBeTcTBYET TpeboBaHusIM H]I

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

IMonrororneHo: Rama kant [IpoeepeHo: Pardeep Kumar Onobpeno: Menemxep / Pv hBBOI(I/ITeﬂL
MUJ\ = Amit Kumar J

Reprint Date / Reprint Date / Reprint Date / :

Hara: 29.05.2025 Hara: 29.05.2025 Hara: 29.05.2025

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: L85195AP1284PLCO04507
www.drreddys.com




® Dr. Reddy's Laboratories Ltd.
® h .
) ® Formulation Unit-6
DI’. Reddy S Q’. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Sofan, H.P,, 173 205, INDIA
CEPTUOPHKAT AHAJIN3A Tel : +91 58166 56001-02

s

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haiis® Aktusrens (HuMecysnn) reib 4jsf HAPYAHOTO npumeneHus, 1 %, 100

Market / PoiHok : Russia / Poccus

Batch No. / . V250400 Batch Quantity / . 11500.00 units /

Cepust Ne ) Pasmep cepun * 11500.00enyHMI
Analytical Repourt No./ . 040002943976 Date of Analysis / . 29.05.2025
AHanuTHYecKMii oTueT No Harta anannia

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npor3BoacTBa Togen no

Mfg. License No. /

IIpoussoacTBEHHAR : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuneH3us Ne -

Analysis performed according ND / Auanus npoeenen no HJI: JITT-Ne(001336)-(PI'-RU)-251022
Page Sof 5/ Crp. S5u3 5

INANIES addrfass, a.uthorlzatlon No 1gn FP. 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;::l::zﬁaz:e;lﬂgﬁl::gx;p meas—— J-p Pennwu’c Jlaboparopuc JIta., Mnaus, IlponssoacTeennoe

» 0¢y noapasaencuue-6, Bumnamk Kxone, Hanarapx Poya, banny,
MPOU3BO/ICTBO/KOHTPOJIb KA4€CTBA/BBIMYCK Conant Tuctprkr, X.IT. 173205, Vinmas (Tanensrs Ne
T 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».

3akmodenne o coorBeTcTBUHU: «HacTosImuM s MOATBEPKIA0, YTO IPHUBEACHHAS BhIlIE HHGOPMAIMS ABIIAETCS
JIOCTOBEPHOM M TOYHOM. DTa Cep¥isi MPOAYKIUHM MPOU3BeleHa (BKIOYas yIaKoBKY (MapKHPOBKY) M KOHTPOJIb
Ka4yecTBa) Ha BHIIIEYKAa3aHHON IIPOM3BOACTBEHHOM IUTOamke (IIJIOMAAKax) B IOIHOM COOTBETCTBHH C
TpeboBanusiMA [IpaBUI Ha/UIeKAIIEH POM3BOICTBEHHOM NpakTHKK EBpasuiickoro 5SKOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiObps 2022) u TpeOGoBaHHAMH KOHTPOJIA KadecTBa JIEKAPCTBEHHBIX
CPEJNICTB, a TAKXKE B COOTBETCTBHH CO CrelMGHKAIlHIMYU, COACPXKAIMMUCA B PETHCTPAlHOHHOM JI0ChE CTPaHbI-
HUMIIOPTEPa. 3aMHCH 10 HPOM3BOJACTBY, YIAKOBKE H aHAIHM3Y IIPOBEPEHBI, H YCTAHOBIIEHO HMX COOTBETCTBHE
TpeGoBanusaM [Ipapui HajIexKamieil Ipou3BOACTBEHHOM PpaKTHKK EBpa3uiickoro 3KOHOMHYIECKOTO COKO3ay.

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

IIpumeyanue: ITponykr cooTBeTcTBYeT TpeboBanuaM HJI 3axmouyenne: ONOBPEHO

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

ITonrorosneHo: Rama kant [Tpoeepeno: Pardeep Kumar Onobpeno: Meneokep / Pygosoautes
M\wt =] — Amit Kumar N~

Reprint Date / I Reprint Date / Reprint Date / '

Hara: 29.05.2025 Hara: 29.05.2025 Hara: 29.05.2025

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: L85195AP1284PLC004507
www.drreddys.com




