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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Tpoayxr: Haiis®, renb ans Hapy»Horo npumenenus 1%, S0 r

Market / PriHok : Russia / Poccust
'Batch No. / Batch Quantity / 23530.00 units /
1 V250057 :
Cepus No Pasmep cepuu 23530.00 eguuH1L
Analytical Repovrt No./ . 040002799765 Date of Analysis / 13.02.2025
AHajguTHdecKuii oTuer Ne Jara aHanusa
Date of Manufacture / . 01/2025 Date of Expiry / 12/2027
Jara npou3BoAcTBa T'oagen 1o
Mfg. License No. /
ITpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
JHUeH3Hsa Ne

Analysis performed according ND No / Ananu3s nposeaen no TL Ne: JITI-Na(001198)-(PI'-RU)-290323

No

Test / Iloka3aTenb

Result / Pe3ysabTaThbl

Specification / Hopma

1

Appearance / Onucanue

Clear homogenous light yellow gel, free
from particulate matter / OnHOPOAHBIH
MPO3PAYHEIH [eb CBETIO-XKETOrO 1BET4,
CcBODOHBIH OT MOCTOPOHHUX YACTHILI

Clear homogenous light
yvellow to  yellow gel, free from
particulate matter / OHOPOIHBIN NPO3PALHBbIL
Feib OT CBETJO-KENTOro 10 JKENTOro IBeTa,
¢BODOIHBINA OT NOCTOPOHHHX YaCTHL.

Identification by HPLC /

‘Complies as prescribed / CooTBETCTBYeT

Hpentupuranus (BIFKX) tpebopannsam

}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). /
Bpemst yIEpKHBAaHHS OCHOBHOIO [HMKa Ha
XpOMaTorpaMMe  HCIIBITYeMOrO  pacTBopa
NIOTKHO COOTBETCTBOBATh BpPEMEHH
}ynepmnBaHHﬂ OCHOBHOTO nuKa Ha
XpOMaTOTpaMMe  pacTBopa  CTAHZAPTHOTO
iobpasia HEMeCYI1Ia (paznen
«KOonM9ecTBEHHOE ONPELETEHUE)

ull

Weight of package
contents Macca

COJAEPHKUMOI'0 YIAKOBKH

pH

50g/50r

5.5

According to the requirements. Not less than !
50 g / B coorsercteun ¢ tpebopannavu. He
meHee 50 r

4.6t06.0/014,61060

Remarks : The Product conforms to ND/
IIpumeuanue: [IpogyKT cOOTBETCTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoxarorornero: Santosh Kumar IIposepeno: Pardeep Kumar Onobpeno: Menemxep / liy/msonmenb
Maurya DL‘/_ Amit Kumar /\/ e

Reprint Date / Reprint Date / Reprint Date / v

Hara: 13.02.2025 Hara: 13.02.2025 Hara: 13.02.2025

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

CIN: L85195AP1984PLC0O04507
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
Tel : 91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Product: Nise gel 1%,50 g

Hpoaysr: Haiz®, ress Ans Hapys#KHOT

o npumenenms 1%, 50T

annensin Ne

Market / PoiHok : Russia / Poccust

Batch No./ . Batch Quantity / . 23530.00 units /

| Cepusi Ne 3 bie=0ey Pasmep cepuu " 23530.00 eauHun
Analytical Repovrt No./ . 040002799765 Date of Analysis / . 13.02.2025
AHanuTHYeCKHi oTueT No Jara ananusa

Date of Manufacture / . 01/2025 Date of Expiry / . 122027

Jara npoH3BoACTEA Topen xo

Mfg. License No. /

ITpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001 198)-(PT"-RU)

Analysis performed according ND No / Anaaus nposeies no 11T No: JITI-Na(001198)-(PT'-R17)-290323

th

Related substances /PoacTBeHHDBIE TPUMECH

1) Impurity A / [Ipumecs A
2) Impurity B / IIpumecs B

3) Impurity C/ [Tpumecs C

4) Impurity D / Ilpumecs D

5) Impurity E / Ilpumece E
6) Impurity F / [Ipumecs F

INot detected / He obHapy»xeHa

Below LOQ (LOQ = 0.04 %) / Hixe
npenesia KONMYECTBEHHOrO ONpeaeicHus
(TIKG =0.04 %)

Below LOQ (LOQ = 0.04 %) / Huxe
Mpejielia KOJMUECTBEHHOrO ONpeieNIeH s
(IMTKO = 0.04 %)

Below LOQ (LOQ = 0.06 %) / Huxe
npesena KOJU4ECTBEHHOTO ONpe/ieNIeHus
(TTKO = 0.06 %)

Not detected / He oOHapyxeHa
INot detected / He obHapy»xeHa

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

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

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

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cooTBeTcTBYeT TpedosaHusm HJL

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
[Moarortosneno: Santosh Kumar
Maurya

Checked by /
ITposepeHo: Pardeep Kumar

N

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurenb

Amit Kumar g
A /

Reprint Date /
Hara: 13.02.2025

Reprint Date /

Hara: 13.02.2025

Reprint Date / v

Hara: 13.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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
Tel: 01 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Nise gel 1%, 50 g

(Mpoaykr: Haiia", rens mns HapyzHoro npumenenna 1%, 50 r

Market / PbIHOK : Russia / Poccus

Batch No. / . V250057 |Batch Quantity / . 23530.00 units /

Cepus Ne T | Pasmep cepun " 23530.00 egunnu
Analytical Repovrt No./ . 040002799765 Date of Analysis / . 13.02.2025
AHanuTnyeckuii otuer Ne ata aHaansa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

Jlata npon3BoACTBa Togen 1o

Mfg. License No. /

Ilpou3BoacTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)~(PI-RU)
anuensust Ne

Amnalysis performed according ND No / Auaaus nposesen no HUL Ne: JITI-No(001198)-(PI'-RU)-290323

7) Highest Unknown
Impurity / Equnndnas
HeHaeHTHGUIMPOBAaHHA
s IPUMECh

8) Total impurities /

CyMMa nprMecen

Below LOQ (LOQ = 0.1 %) / Huxe
(IMIKO =0.1 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOrO OTpe/ie/ieHNs

npeaena KOJIMYECTBEHHOr o ONIpeACJICHUA

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

t more than 1.5 % / He Gonee 1,5 %

IMicrobial contamination / MukpoOuooruyeckasi Y4HcToTa™

Total aerobic microbial

pKU3HECTIOCOOHBIX
[a3pobHBIX
IMUKPOOPraHU3MOB

Total combined
yeasts/molds count /
Obliiee YUCNO TPOXKIKEBBIX
11 IICCHEBBIX TPHOOB
Pseudomonas aeruginosa

Staphylococcus aureus

lcount / Ob111e€e KOTUYECTBO

NA

NA

NA

NA

Not more than 10 CFU/g /

He 6onee 10> KOE/r

INot more than 10' CFU/g /
He 6onee 10' KOE/r

\
|
}
|Absent in 1 g/ OtcyTcTBHE B 1 T

Absent in 1 g/ Otcyrersue B 1 r

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKT cooTeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Santosh Kumar

Maurya
ry. )

Checked by /
[Iposepeno: Pardeep Kumar

ol —

Approved by: Manager/Executive /
Onobpeno: Menemxep / P)-'It-\;otao;u-rrenb

Amit Kumar - =

Reprint Date /
Jara: 13.02.2025

Reprint Date /
Hara: 13.02.2025

Reprint Date /
Jlata: 13.02.2025

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

www.drreddys.com
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Formulation Unit-6

Vill. Kho!, Malagarh Road, Badd,
Cistt. Solan, H.P.,, 173 205, INDIA
Tel: 91 22166 56001-02

. ) . . www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Nise gel 1%, 50 g

Hpoayir: Haiiz®, rens ans vapyskuoro npumenenus 1%. 50 r
py :

Market / Prinox : Russia / Poccus
Batch No./ Batch Quantity / 23530.00 units /
1 V250057 : 5
Cepusi Ne Pasmep cepun 23530.00 enmnnn
Analytical Repourt No./ . 040002799765 ]r)at‘e of Analysis / . 13.02.2025
AHaauTHYecKMi 0T9eT Ne Jdara aHaau3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
Jarta npou3BoACTBa T'open 1o
Mfg. License No. /
IIpousBoacTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001 198)-(PT'-RU)
JHIeH3Hsa Ne

Amnalysis performed according ND No / Anaaus nposeneu no HJT Ne: JITI-No(001198)-(PT-RU)-290323

7 Assay / KosnyecTBennoe 9.93 mg/9.93 Mmr 9.0 to 11.0 mg of C13H2N205S (nimesulide)
ornpezesieHHe g:)er 1 g of the product. /
0T 9,0 10 11,0 Mr C13H2N2OsS (HuMecynn)
1B 1 r npenapata |
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 cartor. /

|I'Io 50 r B Ty6y U3 TAMHHMPOBAHHOIO AMIOMUHYSA, CHAOKERHYIO MEMOpaHOH Juist
KOHTPOJI5 IepBOro BCKpbITHsL. [10 1 Ty6e B mauky KapTOHHYIO C HHCTPYKIHEH nmo
|TI pUMEHEHIIO (JINCTKOM-BKJIABILIEM).

* 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./

* [IpOBOMTCS POUIBOMTENEM TIPH BHITYCKE NEPUOANYECKH (C MHTEPBAJIOM B OJHO WCIIbITaHKe Ha 20 cepHil U1 HE MeHee 1
paza B rox). ITokazatesb MOXeT GbITh HE BKIIOYEH B CEPTU(HHUKAT aHaK3a GUPMBL.

Homep cepun cydcranuun npoussogurens IJID:

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / MS-1A-243030-M1
Homep cepun nponssoanreas ADC:

FP Manufacturer API Batch number / FERA00716

API Manufactured by & country/
IIpouzsogutens ADC, cTpaHa:

Mangalam Drugs and Organics Ltd., India /
Mauranam par3 sun Oprasukce JIta., MHmus

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpogykT cootBeTCTRYET TpebGosanusam HJL Sakmwouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Santosh Kumar IpoBepeno: Pardeep Kumar Opobpeno: Menemxep / Pykogoaureb
Maurya Amit K ==

ury = mit Kumar /&/ =
Reprint Date / Reprint Date / Reprint Date / v
Jara: 13.02.2025 Jara: 13.02.2025 Jara: 13.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A

[Product: Nise gel 1%, 50 g
[ponyscr: Haiiz®, rens ana napymsHoro npumenenus 1%, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / < BEHiET |Batch Quantity / ~23530.00 units /

Cepus Ne T Pazmep cepun " 23530.00 eanunu
Analytical Repovrt No./ . 040002799765 pate of Analysis / . 13.02.2025
Auannrayeckuii oruer Ne JlaTa anayu3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

Jara npou3sBoACTBa ToxeH 10

Mfg. License No. /

IMpouszBoacTBeHHAR : MINB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
auneH3us Ne

Analysis performed according ND No / Anaaus nposeaen no HJL Ne: JITI-Ne(001 198)-(PI'-RL)-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 / T[TpouzBoACTBEHHOE MOApa3ieneHne-6, Bunnamk Kxons,
HaumMeHoBaHUE, apec H HOMED JTHUEH3HH Hanarapx Poyx, Bagau, Conan Juctpukr, X.I1. 173205, Uunus
IJIOIIAJKH, OCYILeCTBJIAIOMCH (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
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».

3aKi0YeHHe 0 cooTBeTcTBHH: «HacToAmKUM 5 MOATBEPKAA0, YTO MpHBEICHHAd Bbllle WHGOpMALMs ABNACTCS
JIOCTOBEpHOH M TOYHOM. DTa cepuss MPOAYKLMH NpousBelieHa (BKIOHas ymMakOBKY (MapKMPOBKY) W KOHTPOJb
KadecTBa) HA BHIIEYKA3aHHOM MPOW3BOACTBEHHOM TIulomajke (IJomankax) B TOJNHOM COOTBETCTBHM C
TpeGoBanusAMK [IpaBui Hajuiexalled NMPOM3BONCTBEHHOM HPAKTHKH Espasuiickoro 3koHoMH4eckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpebOBaHUAMU KOHTPOJIS KayecTBa JIEKapCTBEHHBIX CPE/ICTB,
a TAaKXXe B COOTBETCTBUM CO ClieUUPUKALUAMH, COAEPKAIMMHUCA B PETUCTPALIMOHHOM JI0ChE CTPaHBI-UMNOPTEpA.
3amucy 110 MPOU3BOACTBY, YTAKOBKE U aHANM3Y POBEPEHEL, i YCTAHOBJIEHO UX COOTBETCTBHE TPEOOBAHUAM IlpaBun
HazJIexaulel NpoU3BoCTBEHHON NPakTUKK EBpa3suicKOro 9KOHOMHUYECKOr0 COr3ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TpoayKT COOTBETCTBYET TpeboBaHusM HJY 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Tloarotosneno: Santosh Kumar [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosonurenb
Maurya éﬂ oﬂ/ Amit Kumar /\/ -
L = ~

Reprint Date / Reprint Date / Reprint Date / Y
Hara: 13.02.2025 Hara: 13.02.2025 JMara: 13.02.2025

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




