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CEPTUHOPHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haiis® AkTuBrens (HuMecysua) reib I HapyAKHOTO npuMenenus, 1 %, 100 r

Market / Poinox

: Russia / Poccus

Batch No. / . V250217 Batch Quantity / . 11848.00 units /

Cepusi Ne ) Pa3mep cepun * 11848.00enuHuLL
Analytical Report No./ . 040002874191 Date of Analysis / . 30.03.2025
AxHaguTnyeckmii oTueT Ne JaTta anannsza

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

JaTa npoussoacraa TI'oaen no

Mfg. License No. /

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

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

No/

Test / ITokasarenn
Ne

Result / PesyabTar

Page 1 of 5/Ctp. 1135

Specification / Hopma

1. Description / Onncanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OAHOpOAHBIA TOpO3pavHbBId  Trenb
651eTHO-KeNTOoro IBETA c
XapakTepHBIM 3aMaXxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpOAHBIA MpO3payHBIi  refb  OT
HecLBETHOro 10 OJIeIHO-KEITOro LBETA
C XapaKTepHBIM 3araxoM

2. Identification / MaenTnduKanust

a) HPLC / BO)KX

Complies
CooTBeTCcTBYET TpeOOBaHUAM

as 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 ynepkuBanus
OCHOBHOI'O MMHKa Ha XpOMaTOrpaMme

HCIBITYEMOrO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIep>KUBaHHS OCHOBHOTO IIMKa Ha
XpOMaTorpaMmme pactBopa
craHiapTtHoro obpa3ua HHMeCyIuaa
(pazmen «KonuuecteeHHOE
ornpeneeHUe»)

Remarks : The Product conforms to ND/

IIpumeuanue: [IpoayKT cooTBeTCTBYET Tpebopanusam HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrotoeneno: Santosh Kumar [Iposepeno: Pardeep Kumar Ono6peHo: Menemxkep / PykoBoaurens
Maurya _ f Amit Kumar L

P - - N
Reprint Date / Reprint Date / Reprint Date / '
Hara: 30.03.2025 Hara: 30.03.2025 Hara: 30.03.2025

Registered Gffice: 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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUOUKAT AHAJIM3A

Tel : +21 88166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
TMponykT: Hait3s® AkTHBrens (HUMECYJ/IH/) Tefb /Ul HapyAHOTO npumeHerns, 1 %, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V250217 Batch Quantity / . 11848.00 units /

Cepus No ) Pa3mep cepun " 11848.00eauHuL |
AnalyticaliReport:No/ : 040002874191 D atetoh Amalysisy : 30.03.2025

AHaJTHTHYECKHI oTueT Ne JlaTa ananusa

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

Jarta npousBoacTBa Togen no

Mfg. License No. /

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

JinueH3usa Ne

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

Page 2 of 5/ Ctp. 2 uz 5

b) UV spectrophotometry / Complies as prescribed /| UV absorption spectrum of the test
V®-cnexrpodoTo meTpus CootaercTByeT TpeGOBAHAAM solution should have absorption
maximum at 397£5nm / Y®-cnektp
[OIJIOUIEHH HCITBITYEMOTO  pacTBOpa
JOJDKEH UMETh MAKCHMYM TTOTJIOCHHUS
npu 39745 HM
3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBeTcTBHH
Macca coep:KHMOT0 ¢ TpeboBanuiamu I ® PO
YHAKOBKH
4. | pH 3.19 2.5t04.5/0t12,5004,5
5. | Viscosity / Bazkocrb 954.6 centipoise / 400 to 1,200 centipoise /
954.6 canTumnyas Ot 400 po 1200 canTumyas
6. | Impurities / Ilpumecn
i. | Impurity C/ Not detected / He o6Hapy»xeHa Not more than 0.50 % /
[Mpumecrt C He 6onee 0,50 %
ii. | Impurity D/ Not detected / ve obHapyxena Not more than 0.50 % /
ITpumecsy D He 6onee 0,50 %
iii. | Any other impurity / 0.04 % Not more than 0.50 % /
Jlobas mpyras npumech He 6onee 0,50 %
iv, | Total impurities / Not more than 1.50 % /
Cymma npumMeceii 0.10 % He 6onee 1,50 %

Remarks : The Product conforms to ND/
TIpumeuanme: [IpoaykTt cooTBeTcTBYET TpeboBanusM HJ[

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
ITogrorosineno: Santosh Kumar
Maurya

Checked by /
Ipoeepeno: Pardeep Kumar

1]
£

—J

s

Approved by: Manager/Executive /
Onobpeno: Menenixep / Pykosoaurens
Amit Kumar Ne -

Reprint Date /
Jata: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Jata: 30.03.2025

Registered Gffice: 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
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

IMpoaykr: Haiiz® AktuBresnsb (HUMeCyIMA) reilb AJI HAPYKHOro npumeHeHus, 1 %, 100 r

Market / Prinox : Russia / Poccust

Batch No. / . V250217 Batch Quantity / . 11848.00 units /

Cepus Ne ) Pazmep cepun ' 11848.00eauHuL
Analytical Repo“rt No./ . 040002874191 Date of Analysis / . 30.03.2025
Ananurngeckuii oruer Ne Jlara aHajau3a

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

JlaTa npou3BoACTBa ToneH 10

Mfg. Licemse No. /

[IpousBoacTeennas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3ust Ne

Analysis performed according ND / Ananun3s npoeeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page3of 5/Ctp.3 135

7. | Microbial purity* / Mukpo6Ho1oruieckas YHCTOTa*
1. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ O61ee uKcI0 a3pOOHBIX He 6onee 100 KOE/r
MUKPOOPTraHU3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g /
mould count / Ob1iee 4ncno He 6onee 10 KOE/r
APORCKEBBIX U TUIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBue B 1 T
iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrcTBue B 1 1
8. | Assay/ KonnyecTBeHHOe onpe/ie/ieHHe
Mimegulidn / D08 mg /908 mr Q0 mpta 11.0 mp of CraHieM0s8
Humecynun (99.8 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 gof gel /
Or 9,0 MI" 40 11,0 MmMr C13H12N2058
(ammecymun) (ot 90,0 % no 110,0 % ot
HOMHHAIILHOTO coiepkaHus) B 1 I rens

Remarks : The Product conforms to ND/
Hpnmeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axaouenne: OJJOGPEHO

Prepared by /
TTanrarasnena; Santash Kumar.
Maurya ( z??

Checked by /
TTporepenn: Pardeep Kumar

%)

N

Approved by: Manager/Executive /
Qnobpeno: Menenxep / PykoBoautes
Amit Kumar A

N

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Jlara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Haiis® AKTHUBresb (HUMECYJIAN) FeNb JUIS HAPYKHOTO IPUMEHEHNS, 1%,100r -

Market / Poinox : Russia / Poccus

Batch No. / . V250217 Batch Quantity / . 11848.00 units /

Cepus Ne ) Pa3zmep cepun * 11848.00e 1unnn
Analytical Repo:‘t No. / . 040002874191 Date of Analysis / . 30.03.2025
AHaauTH4ecKuii oTyeT Ne Jara aHann3a

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

JlaTa npous3BoacTBa TI'onen g0

Mfg. License No. /

Ilpoussoacreennas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auuenzus N

Analysis performed according ND / Avanus npoeeaex mo HJ: JIIT-Ne(001336)-(PI'-RU)-251022

Page4 of 5/ Ctp. 413 5

9. | Dimethyl sulfoxide / 100.9 % 90% to 110% of C,HeOS (dimethyl
JumerHiacyabpokcHi sulfoxide) of label claim /
Ot 90 % no 110 % C;HsOS

(mMMeTHNACYTHPOKCHL) OT
HOMHHAIBHOTO COJIep KaHuUsl

10. | Package / YmakoBka 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
JIAMMHHUPOBAHHOTO AJIFOMHMHHS, CHaOXEHHYI0 MeMOpaHOH 171 KOHTpOs
nepeoro BekpbiThs. Kaxayro TyOy BMecTe ¢ HHCTPYKUHUEH 10 MeXHLIMHCKOMY
NPUMEHEHUIO MTOMELIAIOT B [AYKy 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.

*[Ioka3aTeb MOKET OTCYTCTBOBATH B cepTHHKATE aHATH3A npou3BoauTens. Ilpoussoaurenn
rapaHTupyeT Ka4yecTBO Npenapara no 35THM MoKa3aTeJsiM.

API name (INN) / HanmenoBanue ADC
| (MHH):

Nimesulide / Humecynun

API manufacturer batch number / NMS/14120878
Homep cepuu npouspoauteia ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIHH NPOA3BOIHTENA FERAO00752
IJI®:
API Manufactured by & country / Aarti Drugs L.td., India /
IIpomssoguteas A®C, crpana: Aaptu Jparc Jita., Uuaus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipameuanne: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI 3axawvyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnexo: Santosh Kumar IMpoepeno: Pardeep Kumar Opobpeno: Menemkep / PykoBonutens
Maurya P : Amit Kumar L

l‘% C“_.L —e _ /\/,,/
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.03.2025 Hara: 30.03.2025 Jara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 Laboratories Ltd.
? .... Formulation Unit-6 .
Dr- Reddy S [ Vill. Khol, Nalagarh Road, Baddi,
’ CERTIFICATE OF ANALYSIS Distt. Solan, H.P. 173 205, INDIA
CEPTH®UKAT AHAJIU3A Tel : +91 55166 56001-02
WWW. drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1_0/_0’ 100 g
Mpoayxr: Haiis® AxTuBress (HuMecynna) refb JU Hapy:kHoro npumenenus, 1 %, 100 r B

Market / PuiHOK : Russia / Poccus

Batch No. / . V250217 Batch Quantity / . 11848.00 units /

Cepus Ne ) Pazmep cepun * 11848.00enunny
Analytical Repo:‘t No. / . 040002874191 Date of Analysis / . 30.03.2025
AHajuTHYeCKHi 0TYeT Ne Jara ananusa

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

JlaTa npou3BoACTBa TI'ogen o

Mfg. License No. /

IlpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auneH3ns Ne

Analysis performed according ND / Ananus npoeenen no HJ{: JIII-Ne(001336)-(PI'-RU)-251022
PageSof 5/Ctp. 5m3 5

e e authorization B0 Hox - aen i, |  Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt
Solan (HP) 173205, India (License No MNB/05/263) /
f;:ﬁ:::zﬁaz:e;lﬁif;:szx;p SR J-p Pennu’c Jlaboparopuc JIta., Uuams, IIpousBoacTeenHoe
» ocy nionpasaenenue-6, Bunnamk Kxons, Hanarapx Poyn, bannm,
HPOHIEONCTEG/KOUTPOIE, KAHeCTHA/BEINYCK Conan Quctpukr, X.I1. 173205, Unans (JInnensust Ne
i 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».

3aKJ/049eHHne 0 COOTBETCTBHH: «HacToAIMM 1 mOATBEPIKAAIO0, YTO NPHBEACHHAS BhIIIEe HHPOPMAIHS SBILIETCS
JNOCTOBEPHOM W TOYHOIM. DTa CepHs MPOLYKLHH IIpOM3BeieHa (BKIIOYas yNaKOBKY (MapKHPOBKYy) H KOHTpPOJb
KadeCcTBa) Ha BHIIIEYKA3aHHON IMPOH3BOJCTBEHHON IUTOMAAKe (IUIOIAAKax) B IOJHOM COOTBETCTBMHM C
TpeGoBanuAMH [IpaBun HajIexkallei MpOU3BOACTBEHHON MpakTHKH EBpasuiickoro skoHOMuueckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOOBaHUSIMH KOHTPOJII KadecTBa JICKAPCTBEHHBIX
CPEICTB, a TAKXXe B COOTBETCTBUH CO CHEHU(UKAIMIMH, COACPKAIMMHICA B PETHCTPALIMOHHOM [0ChE CTPAHbI-
HUMIIOpTEpa. 3alMuCH 10 MPOM3BOICTBY, YIIAKOBKE M aHANH3y IPOBEPEHB], H YCTAaHOBJIEHO MX COOTBETCTBHE
TpeGoBanusaM [IpaBuil Hagexarei IpPOU3BOICTBEHHOM IIPaKTUKU EBpasuiickoro 3KOHOMHYIECKOTO COFO3ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr coorBeTcTBYeT Tpebopanusm HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroropneno: Santosh Kumar- [TpoBepeno: Pardeep Kumar Ono6peno: Menemxkep / PykoBoauTeb
Maurya = i Amit Kumar A e

A “I," F
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.03.2025 Hara: 30.03.2025 Hara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC004507
www.drreddys.com




