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Dr. Reddy's Laboratories Ltd,
Formuiation Unit-6

vill. Kho!, Halazarh Road, Baddi,
Distt. Solan, H.P., 173 205, IMDiA
Tel s +91 98166 56861-C2
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CEPTU®UKAT AHATIU3A

Product : Nise gel 1%, 20 g

TMpoayxr: Haiiz®, rens iuist Hapy»kHoro npunenenus 1%, 20 r
e P

Market / Prinok : Russia / Poccus

Batch No. / ‘Batch Quantity / 58000.00 units /
1 V250133 :

Cepus Ne Pa3mep cepun 58000.00eannMHI

Analytical Repovrt No./ . 040002822755 Date of Analysis / . 28.02.2025

AnanuTndecknii oTyer Ne Jara ananusa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028

JaTa npou3BoACTBA T'oaen no

Mfg. License No. /

IMpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY ¢ JITI-Ne(001198)-(PI'-RU)

Juuen3us Ne

Analysis performed according ND No / Auaaus nposeaen no HJ/L Ne: JINI-Ne(001198)-(PI'-RU)-290323

Ne Test / ITokazaren

Result / PesysibTaThl

Specification / Hopma -

Clear homogenous light yellow gel, free
from particulate matter / OnHOpPOAHBIN
[1PO3patHblii reJib CBETJIO-XKENTOrO LIBETA,
cBOOOHBIA OT NOCTOPOHHUX YACTHLI

Clear homogenous light
vellow to  yellow  gel, free  from
particulate matter / OTHOPOAHBIA NPO3pPayHEIii
reflb OT CBETJIO-KENTOro JO XKENTOro lBeTd,
CBOOO/HBIH OT MOCTOPOHHUX YACTHULL,

1 Appearance / Onucanne
2 |Identification by HPLC /
Npenrudpuxanusa (BIKX)

Complies as prescribed / CooTBETCTBYET
TpeOOBaHHAM

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). /
BpeMmsi yaepKHBaHUS OCHOBHOIO IMKa Ha
XpoMaTorpaMMe  HCIBITYEMOIO  PacTBOpa
TIOMKHO COOTBETCTBOBAThH BpeMeHU
yIEpXKHUBaHUS OCHOBHOTO nuka Ha
XpoMarorpaMmMe  pacTBopa  CTaHAApTHOIO|
o0Opazua HUMeCYNIHaa (pazmen|
«KonuuecTseHHOE ONpeNeNieHneE)

3 Weight_ of package
!contents Macca
(COAEPIKUMOr0 YIIAaKOBKH

20g/20Tr

According to the requirements. Not less than !
20 g / B cootBetcTBuU ¢ TpeboBaHusmu. He |

\
MeHee 20 T '

Remarks : The Product conforms to ND/
Ilpumeuyanue: [IponykT cooTBETCTBYET TpeboBanuam H/I

Conclusion : APPROVED /
3axaroyenue: OJOBPEHO

Prepared by /
IToarorosieno: Santosh Kumar

Maurya &

Checked by /
[porepeno: Pardeep Kumar
S—

Approved by: Manager/Executive /
Opnobpeno: Mernemxkep / Pyl:EEmHTenb

Amit Kumar

[N

Reprint Date /
Jlata: 28.02.2025

Reprint Date /
Jlata: 28.02.2025

Reprint Date /
Jara: 28.02.2025

Registered Office: 8-2-337, Road No. 2, Banjarz Hills, Hyderabad - 500034, Telangara, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddvs.com
CIN: L85195AP1984PLC0O04507

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
Tei: 161 8316¢ 56001-02
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CEPTUDPUKAT AHATIU3A

Product : Nise gel 1%,20 g
I ponyir: Haiiz", rens ans qapysxuoro ripumedenns 1%, 20

Market / Poinok : Russia / Poccust
Batch No. / Batch Quantity / 58000.00 units /
: V250133 :
Cepus Ne Pa3mep cepuu 58000.00eannnn
Analytical Repovrt No./ . 040002822755 Date of Analysis / . 28.02.2025
ABannTu4decknii order Ne Jara aHanu3a -
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028
JlaTa npousBoacTBa I'ogen o -
Mfg. License No. /
IpouzBoacreenHas : MNB/05/263 MA number: / Homep PY  : JIII-N2(001198)-(PT-RU)
auuen3us Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(0011

98)-(PT-RU)-290323

4 pH 4.9 4.6106.0/014,6 10 6,0

5 Related substances /PogcTBeHHbIE TPUMeECH

1) Impurity A / Ilpumecs A [Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.04 %) / Huxe
npejena KOMMYECTBEHHOTO ONpeIeIeHUS
. (TTKO = 0.04%)

3) Impurity C /TIpumeck C INot detected / He o6napyskena

4) Impurity D / ITpumeck D INot detected / ne o6Hapyskena

5) Impurity E / IIpumecs E [Not detected / He oOHapyxeHa

2) Impurity B / [Ipumecs B

7) Highest Unknown Below LOQ (LOQ = 0.1 %) / Huxe
Impurity / EauHvYHEAs  [Ipeaena KOJIHYECTBEHHOIO ONpeae/ieHus
HeuJeHTupULKpoBadHa |(LIKU = U.1%)

sl IPUMECh

Below LOQ / Hmke npenena
KOJIMYECTBEHHOT'O ONpeeeH s

8) Total impurities /
CymMma npumeceit

1) Not more than 0.2 % / He 6onee 0,2 %

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

3) Not more than 0.2 % / He 6onee 0,2 %
4) Not more than 0.2 % / He 6o7ee 0,2 %
5) Not more than 0.2 % / He 6onee 0,2 %

6) Impurity F / [Tpumecs F [Not detected / He obHapyxeHa ©6) Not more than 0.2 % / xe Gonee 0,2 %

7) Not more than 0.2 % / ve 60nee 0,2 %

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpnmeuanne: ITpogyxt cooTBeTCcTBYET TpeboBanusaM HJI 3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Santosh Kumar Ilposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens
Maurya ‘&) Amit Kumar .

Reprint Date / Reprint Date / Reprint Date / 4

JlaTa: 28.02.2025 Hara: 28.02.2025 Jlara: 28.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, 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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltdg
Formuiation Unit-6

Vil Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei . +51 98166 5600102
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CEPTU®UKAT AHAITU3A
Product : Nise gel 1%, 20 g
Hpoaykt: Hans®, rens juis Hapysxuoro npumenenus 1%, 20 r
Market / Prinok : Russia / Poccus
-
Batch No. / . V250133 Batch Quantity / . 58000.00 units /
Cepus Ne ) Pazmep cepun " 58000.00eauHMI
Analytical Repovrt No./ . 040002822755 Date of Analysis / . 28.02.2025
AHaJguTHUecKHIT oTyeT No Jdara ananusa __ |
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028
JaTta npou3BoACTBa I'ogen po
Mfg. License No. /
ITpounspoacreeHHasn : MNB/05/263 MA pumber: / Homep PY  : JIII-Ne(001198)-(PI™-RU)
JHLeH3ust Ne

Analysis performed according ND No / Anasmus npoeeaen no HJE Ne: JII1-Ne(001198)-(PI'-RU)-290323

6 Microbial contamination / MukpoOHoJIorH4ecKkast 9ucToTa*

count / Obl1ee KOIUUeCTBO
PKH3HECITOCOOHBIX
[aapobHbIX
[MHKpOOPraHH3MOB

Total combined
yeasts/molds count /
Ob11ee 4ucio ApoAIKEBbIX
U IUIECHEBbIX puOOB
Pseudomonas aeruginosa

Total aerobic microbial
|
I

Staphylococcus aureus

Less than 10 CFU/g /
Meuee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absent in 1 g/ OtcytcTByer B 1 T

Absent in 1 g/ OTcytcTByeT B 1 T

Not more than 10? CFU/g/
He Gonee 10* KOE/r

|
Not more than 10' CFU/g /
F[—[e 6onee 10' KOE/r

Absent in 1 g/ OTcyTcTBUE B 1 T

Absent in 1 g/ Otcyrersue B 1 ¢

7 Assay / KonugecTBennoe
onpenejeHune
8 ‘Package / YnakoBka

10.16 mg/10.16 Mr

9.0 to 11.0 mg of C13H12N>0sS (nimesulide)
per 1 g of the product. /

Ot 9,0 mo 11,0 Mr C3H12N2OsS (Humecyun)

Rl HPWEHADA'TA

20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and

patient information leaflet (package insert) in a carton. /

[To 20 r B TYOY M3 NaMUHUPOBaHHOTO AFOMUHMS, CHabXKEHHYIO MeMOpaHOH 1s
KOHTpPOJIst TepBOTO BCKPhITHS. [To 1 Tybe B madky KapTOHHYIO ¢ MHCTpYKLHUEH 110
MPUMEHEHHIO (JIHCTKOM-BKJI (bILIEM).

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayxT cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya &

Reprint Date /
Hara: 28.02.2025

Checked by /
[posepeno: Pardeep Kumar

Reprint Date /
Hara: 28.02.2025

Approved by: Manager/Executive /
Onodpero: Menemxep / Pyx(lggﬂmenb

Amit Kumar /\/ D
|

Reprint Date /
JaTa: 28.02.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 98166 56001-02
www.drieddys.com

CEPTUDUKAT AHAITUSA
Product : Nise gel 1%,20 g B Bl
Tpoaykt: Haii3™, renb st HapyxHoro npumenenus 1%. 20 r
Market / Poisiok : Russia / Poccust
Batch No. / . V250133 Batch Quantity / . 58000.00 units /
Cepus Ne ) Pasmep cepun " 58000.00exunnn
Analytical Repourt No./ . 040002822755 Date of Analysis / . 28.02.2025
AnaauTHyeckuii oTueT No Jara aHanuza -
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028
JlaTa npon3BoACTBA T'ogen oo
Mfg. License No. /
I[IpousBoacTeenHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
Junuensus Ne

Analysis performed according ND No / Anaziu3 nposeaed no [ Ne: JITT-Ne(001198)-(PI'-RU)-290323

* 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./

* TIpOBOAUTCA IPOM3BOJMTENEM TIPH BHITYCKE EPHOAMIECKH (C HHTEPBANOM B OJIHO MCTbITaHne Ha 20 cepuii nim He Menee 1
paza B ron). [Tokasartens MoxeT GbITh He BKIIFOUYEH B CepTU(UKAT aHain3a QUPMBL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /
Homep cepuu npouspogutesiss ADC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
HoMep cepun cyocranuun npoussoxurens I'JIdD:

FERAO00716

API Manufactured by & country /
Ipom3soauresbs APC, cTpana:

Mangalam Drugs and Organics Ltd., India /
Mauranam Jlpars sug Opranuxc JIta., Muaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHue, agpec H HOMep JTHUEH3UH
IJIOLUAAKH, OCYILHEeCTB/S IO

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[TpousBoACTBEHHOE MOApa3fieeHue-6, Bumtamk Kxors,
Hanarapx Poyn, bannu, Conan Jluctpukr, X.I1. 173205, Munus
(JInuenzus 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

Remarks : The Product conforms to ND/
Tlpumeyanne: ITpoaykT cooTBETCTBYET Tpebosanusm HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Santosh Kumar TIposepeHo: Pardeep Kumar Onobpeno: Menemkep / PykoBOoAUTENb
Maurya % i Amit Kumar ‘/\(}
Reprint Date / Reprint Date / Reprint Date / '

Jara: 28.02.2025 Jara: 28.02.2025 Jara: 28.02.2025

Registered Office: 8-2-337, Road No. 3, Ba

njara Hills, Hyderabad - 500034, Telangana, India

Tel: +97 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
el s B5106 56001-00

www. direddys.cor

CEPTUOUKAT AHAJTIU3A

[Product : Nise gel 1%,20 g
Mpoaykr: Haif3", rens mjs HapyxHoro npuMeHeHHs 1%, 20T

Market / Puinok : Russia / Poccus

Batch No. / . V250133 Batch Quantity / . 58000.00 units /

Cepusa Ne ) Pasmep cepuu ° 58000.00eauHNI

Analytical Repourt No./ . 040002822755 Date of Analysis / . 28.02.2025

| AHasIuTMYeckHil oTueT Ne Jarta aHaausa ]
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028

JaTta npouspoacTsa I'ogex ao

Mfg. License No. /

Ilpon3poacTBeHHan : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)

auuenzus Ne

Analysis performed according ND No / AHann3 uposeien no HJ Ne: JITI-Ne(001198)-(PT-RU)-290323

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».

BakaoueHHe 0 coOTBETCTBHH: «HacTosAmMM 8 NoATBEPXKIA0, UYTO MPHUBEICHHAs BbllIe WHQOPMALIUA SABJIAETCSA
JIOCTOBEPHOU M TOUHON. DTa cepus MpOAYKIWM NPOU3BeAeHA (BKIIouas yNakoBKY (MapKMpOBKY) M KOHTDOJb
KauecTBa) HA BBILIEYKA3aHHOM NPOM3BOJCTBEHHON TMuIomanke (MUIOLIafKax) B IOJHOM COOTBETCTBHH C
Tpebopanuamu [IpaBun Haaiexaleil NpoU3BOACTBEHHOH mpakTuku EBpasuiickoro skoHoMuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeOOBaHUAMHU KOHTPOJIS KAYECTBa JICKApCTBEHHBIX CPEJICTB,
a TAaKKE B COOTBETCTBUM CO crelU(UKALUAMH, COAEPKAIUMUCA B PETMCTPALMOHHOM J0CBE CTPaHBI-UMIIOPTEpa.
3anucy 1o MpOM3BOJCTBY, YIIAKOBKE U aHANKU3Y MPOBEPEHB], U YCTAHOBIIEHO X COOTBETCTBUE TpeboBaHusm [1pasun
Hauiexatieit mpon3BoJACTBEHHON MpakTHKK EBpa3suiickoro 3KoHOMHUYIECKOTO COH3ay.

Remarks : The Product conforms to ND/
ITpumeuanne: ITponyxt cooTBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
Zaxinouenne: OJJOBPEHO

Hara: 28.02.2025 Hata: 28.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneno: Santosh Kumar IIposepeno: Pardeep Kumar Onobpeno: Mernemxep / PykoBoauteb
Maurya Amit Kumar S

& L N
Reprint Date / Reprint Date / Reprint Date / Y

JHara: 28.02.2025

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500034, Telangana, Inclia
Tol: 491 40 4800 2900, Fax: +81 40 1200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



