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CEPTUDPUKAT AHAJIM3A

[Product: Nise gel_l ‘V;, 5@
I poaykr: Haiiz”,

rene IUis HapykHoro npuMeHenua 1%, 50 r

Market / PbiHOK : Russia / Poccus
Batch No. / Batch Quantity / 23318.00 units /
1 V250302 s
Cepus Ne Pasmep cepuu 23318.00 eaunun
Analytical Repovrt No./ . 040002916680 Date of Analysis / . 05.05.2025
Amnanutudecknii oTyet Ne Jlara ananusa -
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JaTa npousBoacTBa T'ogen no
Mfg. License No. /
IlpousBoacTBEeHHasA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT'-RU)
JHIeH3usn Ne N

Analysis performed according ND No / Ananus npoeeres no H/1 Ne: JITI-Ne(001198)-(PT-R17)-290323

|88

Identification by HPLC /
Unentnduramus (BOXKX) tpeboBanuam

|r1po3patmbn71 rejib CBETJIO-XKEJITOrO IBETA,

CcBOOOAHBIA OT MOCTOPOHHMX HaCTHULL.

Ne |[Test/ IokasaTean Result / Pe3yabTaThl Specification / Hopma
1 Appearance / Onucanune Clear homogenous light yellow gel, free  Clear homogenous light
' from particulate matter / OqHOpOAHBIH yvellow to vyellow gel, free from

particulate matter / OZHOPOAHBIN NPO3pAYHBIH
refb OT CBETJIO-XKENTOTO JIO JKENTOoro LBera,
cBOOOHBI! OT MOCTOPOHHHUX YACTHLI. |

Complies as prescribed / CooTBeTCTBYET

The retention time of the main peak in thel

chromatogram of test solution should|
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
Bpemst ylepKHBAaHHS OCHOBHOIO MNHKa Ha
XpOMaTOrpaMMe  HMCHBITYEMOrO  pacTBOpa
JIOJDKHO COOTBETCTBOBATh BpEMEHU
yAepKUBAHUS OCHOBHOTO n1Ka Ha
XpoMaTorpaMMe  pacTBOpa  CTaHJapTHOTO
obpasiia HUMECYJIHAA (paznen
«KonnquTBeHHoe OMpeNieIEHUE»)

TIpumeuanue: ITpoayxT cQoTBETCTBYET TpeboBanmsam H/I

3 Weight of package 50g/50r According to the requirements. Not less than |
contents Macca 50 g/ B coorBeTcTBUM ¢ TpeboBaHHAMH. He
COAEPIKHMOr0 YIIAKOBKH menee 50 r

4 |[pH - 5.0 4.6 10 6.0/ OT 4,6 10 6,0

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

3axmouenne: OJIOGPEHO

Prepared by /

IToarorosneno: Pravesh Rana

Checked by /

Approved by: Manager/Executive /
Onobpeno: Menemxep / Py hoB?ilchnb
Pavan Kumar Sharma -

e

Reprint Date /

Hara: 05.05.2025

Reprint Date /
Hara: 05.05.2025

ITIpoBepeno: Rama Kﬁ“ [;d‘
m\ I

R

——r

Reprint Date /
JHara: 05.05.2025

Registered Office: 8-2-3

37, Road No. 3, Banjara Hitls, iHyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vili. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tol:+C1 GE1GE 56001-02
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CEPTUDPUKAT AHAJIM3A

[Product: Nise gel 1%, 50 g
O poayxr: Haiiz®,

resib s Hapy»Horo npuMenenns 1%, 50 r

Market / Peinok : Russia / Poccus

Batch No. / . V250302 Batch Quantity / . 23318.00 units /

Cepus Ne ' Pasmep cepnu " 23318.00 eanHHL
Analytical Repovrt No. / . 040002916680 Date of Analysis / . 05.05.2025
Ananutuyeckuii oTyer Ne Jarta ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa npou3BOACTBA I"ogen no

Mfg. License No. /

[ ponszBoacreenHasn : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)

Junensua Ne

Analysis performed according ND No / Ananus nposenen no HJI Ne: JITI-Ne(001198)-(PT-R17)-290323

5 [ Related substances /PoacTBenubie MpHMecH

1) Impurity A / [lpumecs A

2) Impurity B / [Ipumecs B

Not detected / He oOHapyxeHa

Below LOD (LOD =0.01 %) / Huxe

m

Not more than 0.2 % / ue dosiee 0.2 %

22) Not more than 0.2 % / we 6onee 0,2 %

npenena odHapyxenus (I10 = 0.01 %) |

3) Impurity C/ Ilpumecs C
4) Impurity D / [Ipumecs D

5) Impurity E / Ilpumecs E

INot detected / He 0OHapyxeHa

Not detected / He obHapyxeHa

Not detected / He oOHapy»xeHa

0.08%

l3) Not more than 0.2 % / He Oonee 0,2 %

4) Not more than 0.2 % / He 60o1¢ee 0,2 %

5) Not more than 0.2 % / e 6onee 0,2 %
6) Not more than 0.2 % / ne 6onee 0,2 %

6) Impurity F / [Ipumecs F

Remarks :

The Product conforms to ND/

IIpumeuanne: [Ipoaykr goorBercTByeT Tpebosanuam HJJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

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

[ToarororneHo: Pravesh Rana ITposepeno: Rama Onobpeno: Menemxep / Pyk BD,E[[ITEHb
ZZP u lLdk Pavan Kumar Sharma < (f :

Reprint Date / Reprint Date / \/ Reprint Date / .

Hara: 05.05.2025 Hara: 05.05.2025 Hata: 05.05.2025

Registered Office: 8-

2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, 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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Formulation Unit-6
Vili. Khol, Naiagarh Road, Baddi,
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CEPTHOPUKAT AHAJIU3A

'Product: Nise gel 1‘%, 50g

I poayir: Haits®, reas ans napyxHoro npumerenns 1%, 50r
A P

annensnsa Ne

Market / PoiHOK : Russia / Poccus

Batch No. / . V250302 Batch Quantity / . 23318.00 units /

Cepus Ne ) Paszmep cepnu ‘ 23318.00 exuann
Analytical Repourt No./ - 040002916680 Date of Analysis/ . 05.05.2025
AHanuTHYeCKMil oTueT Ne Jara ananmsa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa npon3sBoacTBAa T'onen xo

Mfg. License No. /

IpousBoacTBeHHAas! : MNB/05/263 |MA number: / Homep PY  : JII-Ne(001198)-(PI'-RU)

| Analysis performed according ND No / Anaaus nposeaen nb H T Ne: JITI-Ne(001198)-(PI'-RU)-290323

7) Highest Unknown
Impurity / EnnanuHas
HEWAEHTH(HULHPOBAaHHA

| s mpumech

8) Total impurities /

Cymma npumecei

Below LOQ (LOQ = 0.1 %) / Huxe

npeaeciia KOMUYECTBEHHOro ONpeACicHHA

(TTKO = 0.1 %)

0.1%

7) Not more than 0.2 % / ne 6onee 0,2 %

%) Not more than 1.5 % / He 6onee 1,5 %

6 Microbial contamination / Mukpo0HoJiornyeckasi 4HCTOTA™

Total aerobic microbial
count / O0111ee KOTHYECTBO
YKH3HECTIOCOOHBIX
a’poOHBIX
MHKpPOOPraHH3MOB
Total combined
yeasts/molds count /
Ob111ee YUCIIO APOKIKEBBIX
¥ MJIECHEBBIX PUOOB
Pseudomonas aeruginosa

|
[Staphylococcus aureus

NA

NA

NA

NA

Not more than 10° CFU/g /
He 6onee 10> KOE/r

gNot more than 10' CFU/g/
{He 6osee 10' KOE/r

!Absent in 1 g/ OtcyTcTBUE B 1T
\

!Absent in1 g/ OrcyrcTBUE B 1 T

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykr,cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

Checked by /
IIpoeepeno: Rama IEH{ ¢

i

Approved by: Manager/Executive /
OnobGpeno: Menemxep / Pquﬁ;ﬁﬂnmr_m
Pavan Kumar Sharma L=

Reprint Date /
Hata: 05.05.2025

Reprint Date / =

JHara: 05.05.2025

Reprint Date /
Hara: 05.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

L X : .
Formulation Unit-6
9 o
Dl’. Red dy S ‘ .. Vilt, Khol, Naiagarh Road, Baddi,
) Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98165 56001-02
CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUDUKAT AHAJIU3A
Product: Nise gel_l%, 50g - 1
IMpoaykr: Haiis®, rens ans HapyxHoro npumeneHns 1%, 50 r
Market / PoiHoK : Russia / Poccus
Batch No. / . V250302 Batch Quantity / . 23318.00 units /
Cepus Ne ) Pasmep cepun * 23318.00 equHuL
Analytical Repourt No./ . 040002916680 Date of Analysis / . 05.05.2025
AHanuTHYecKHii 0T4eT Ne JlaTta ananunsa )
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JlaTa npou3BoACTBa T'onen no
Mfg. License No. /
IIpoussoacTBeHHAs : MNB/05/263 |MA number: / Homep PY  : JIII-Ne(001198)-(PI"-RU)
auuensus Ne |
Analysis performed according ND No / Awaaus nposeaed no HA Ne: JITI-Ne(001198)-(PT'-RU)-290323

7 Assay / KonuuecTBenHoe 10.17 mg/ 10.17 mMr 9.0 to 11.0 mg of Ci3H12N20sS (nimesulide)

er 1 g of the product. /
Ot 9,0 no 11,0 mr C3H2N20sS (Humecynun)
‘ ‘ — . B 1 r npenapara
8 Package / YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /
[To 50 r B TY6Yy H3 TAMHHHPOBAHHOTO AJIOMUHHS1, CHA0XKEHHYFO MeMOpaHoil 1A
KOHTPONSs 11€pBOro BCKphiTHs. 1o 1 Ty6e B mavuky KapTOHHYIO C HHCTPYKLMEH Mo

| | IPUMEHEHUIO (JTUCTKOM-BKIA/IBILIEM).
|

onpexesieHHe

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The
test may be absent in the in-house certificate of analysis./

* TIpOBOAMTCS TIPOM3BOAMTEINIEM [PH BBIMYCKE MEPHOLHYECKHU (C MHTEPBAIOM B OJHO UCTbITaHHE Ha 20 cepuit uin He Menee 1
pa3a B rox). [Tokazarens MoKeT ObITh He BKJIFOUEH B CEPTHQUKAT aHanM3a GUpMEL.

API name (INN) / A®C (MHH): Nimesulide / Humecynup,
API manufacturer batch number / MS-1A-243030-M1

Howmep cepuu npoussoautes ADC:
FP Manufacturer API Batch number / FERA00716
Homep cepuu cy6ecrannun npouspoguteis I'JID:

Mangalam Drugs and Organics Ltd., India /
AL Manufactured by-&-countryy) Masnranaum Jlpars sua Opranukce JIta., Unaua
IIpousBogutens ADC, crpana:

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

Ilpumeuanne: [Ipoaykr ¢oorBercTByeT TpeboBanusm HJJ 3axsoyenne: OJOBPEHO

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

[Toarorosneno: Pravesh Rana IIpoBepeno: Rama Kant OnobpeHo: Menemxep / Pyl\'Ol?U,ElHTe.ﬂb
gﬁ\‘ th Pavan Kumar Sharma S

Reprint Date / Reprint Date / T Reprint Date / -

Hata: 05.05.2025 Harta: 05.05.2025 Hara: 05.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Hyderabad - 500024, Talangana, 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

@ o
DI’. Reddy,s Q... Vili. Khol, Naiagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel:+91 £6166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A
Product: Nise gel 1%, 50 g B
M poaykr: Haitz®, rens ans HapyxHoro npuMenenns 1%, 50 r
Market / PoiHoK : Russia/ Poccus
Batch No. / . V250302 Batch Quantity / . 23318.00 units /
Cepusi N ) Paszmep cepuu " 23318.00 exunun
Analytical Repog‘t No./ . 040002916680 Date of Analysis / . 05.05.2025
AHanuTuveckHii oTueT Ne JlaTa aHaau3a -
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JlaTa npon3BoACTBA TI'ogen o
Mfg. License No. /
ITpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
aunueHszusa Ne
Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JITI-Ne(001198)-(PT-RU)-290323

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Name, address, authorization No for  FP Solan (HP) 173205, India (License No MNB/05/263) /
manufacturing site / Control site / Release site / [MpousBoacTBEHHOE MoApasAeneHue-6, Bumnamk Kxons,
HaumeHoBaHHUe, aipec H HOMeP JIHIEH3UH Hanarapx Poyn, baamu, Conan Juctpukrt, X.I1. 173205, Uuaus
IUIOIAAKH, OCYIIeCTBIS IO (JIuuensus 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 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».

3awaioticiiie o coorperernun: «HacTosmuM s MOATBEPIKAAIO, YITO MPHUBEJEHHAA BBIIIE MHPOPMALMI SBISETCH
JOCTOBEPHON M TOYHOM. DTa cepMs MPOAYKLMM MpOM3BeAeHa (BKIOYas YNakoBKY (MapKMPOBKY) M KOHTpOJIb
KayecTBa) Ha BBINIEYKa3aHHOM MNPOM3BOJCTBEHHOM miowanke (TUIOIAAKaX) B MOJHOM COOTBETCTBHUH C
Tpe6oBanuaMu IIpaBun Haanexaiedl npoM3BOJACTBEeHHON mpakTHkK EBpasuiickoro sxonomuyeckoro coroza (No
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeOOBaHUAMU KOHTPOJIA KaueCTBa JIEKapCTBCHHbIX CPEACTB,
a Tak)Ke B COOTBETCTBUH CO crieMPUKALMAMH, COACPKAIUMMHCA B PErMCTPALIMOHHOM J0ChE CTPaHbI-UMIOpPTEpa.
3anmycy 1o MpOU3BOJCTBY, YIIAKOBKE U aHAJIM3Y POBEPEHB], M YCTAHOBJICHO UX COOTBETCTBHE TpeboBaHusm [TpaBun
HaJUIeXallei TPOU3BOACTBEHHON MpakTUKK EBpa3suiicKOro 3KOHOMHUYECKOTO COHO3ay.

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

Ipumeuanne: [lpogyxr cootBeTcTBYET TpeboBanusaM HJ 3axmwuenune: OJOBPEHO

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

[Moarororneno: Pravesh Rana IIposepeHo: Rama ha Onobpeno: Menemxkep / Pykogoautess
lﬁ(ﬂjﬁ' Pavan Kumar Sharma < 1’[, —

Reprint Date / Reprint Date / Reprint Date / ===

Hara: 05.05.2025 Hara: 05.05.2025 Hara: 05.05.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




