®o
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CERTIFICATE OF ANALYSIS

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

vVill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei - +91 93166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIU3A

Product: Nise gel 1%, 50 g

TMpoayxt: Haiiz®, rens nng vapyxHoro npumeHenus 1%, S0 r
| 11pony py p

Market / Poinok

: Russia/ Poccus

Batch No./ . V250301 Batch Quantity / . 23500.00 units /

Cepus Ne i Pasmep cepuu " 23500.00 eauuun
Analytical Repo“rt No./ . 040002916168 Date of Analysis / . 30.04.2025
AvaanTuiecknii oryer No Jlara aHanu3za

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

JlaTa npou3BoACTBa T'ogen no

Mfg. License No. /

IIponssoacTBeHHasA : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JnneH3ns Ne

Analysis performed according ND No / Auaaus nposeaen no ML Ne: JITI-Ne(001198)-(PT'-RU)-290323

No les_t7l_13_lc_a3aTenb 'Result / Pesynbratsl Specification / Hopma
1 Appearance / Onucanue (Clear homogenous light yellow gel, free Clear homogenous light
from particulate matter / OmHOpOAHBIN yellow to  vyellow gel, free from

npo3paqHLu‘/'1 reJib CBETJIO-XKENTOro BETa,

cBOOOHBII OT MOCTOPOHHHUX HACTHUL.

particulate matter / OJHOPOAHBIH NPO3paYHEIH
relb OT CBETJIO-KENTOro 0 KENTOro LBETA,
CBOBOIHBIN OT MOCTOPOHHHX YaCTHIL.

2 Identification by HPLC /
Haentupuxanus (BIAKX)

Complies as prescribed / CooTBeTCTBYET
TpeboBaHUAM

3 ‘Weight of package
contents Macca

4 pH

COACPKHMOIo YIIaKOBKH

51g/S51r

kKonuuecTBEHHOE ONMpEeAeICHUE)

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 ynepXWBaHUsS OCHOBHOI'O [MHKa Ha
XpOMaTorpaMMe  HCHbITYEMOI'O  pacTBoOpa
JIOJDKHO COOTBETCTBOBATD BpEMEHH
yAepKUBAHUS OCHOBHOT'O nuKa Ha
XpOMaTOrpaMMe ~ DacTBOpa  CTaHAApTHOro
o6pasia HUMeECY11aa (pasnen

According to the requirements. Not less than
50 g / B cooTBeTcTBMU C TpeboaHusiMu. He
MeHee 50 r

5.0

4.6t06.0/0T14,6 106,0

Remarks : The Product conforms to ND/
I pumeuanne: [TponykT cooTBeTCTBYET TpeOoBanusaM HJT

Conclusion : APPROVED /
3aximouenne: OJJOBPEHO

Prepared by /

ITonrorosieHo: Rama kant \Jd\
UL

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemwxkep / Pykosoautenb
Amit Kumar _—

—_—

R

~

Reprint Date /
Harta: 30.04.2025

\’

Reprint Date /
Hara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 4C 4900 29599, Emait: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 58166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
Mpoaykr: Haiiz®,

relib Al Hapy>kHoro npuMeHnenns 1%, 50 r

Market / Poinox

: Russia / Poccus

Batch No. / . V250301 Batch Quantity / 2350000 units /

Cepus Ne ) Pa3smep cepun " 23500.00 eausuiy
Analytical Repovrt No./ . 040002916168 Date of Analysis / . 30.04.2025
AHaguTHuecKHii oT4yeT Ne Jara anajiusa

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

JaTta npousBoacTsa T'oaen go

Mfg. License No. /

IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PI"-RU)
JuneH3nst Ne

Analysis performed according ND No / Auwasus nposenen no HJ Ne: JITT-Ne(001198)-(PT-RU)-290323

5 Related substances /PoacTrBeHHbIE IPpUMecH

1) Impurity A / Ilpumecs A

2) Impurity B / IIpumecs B

3) Impurity C/Ilpumecs C

4) Impurity D / Ilpumece D

5) Impurity E / Ilpumecs E
6) Impurity F / Ilpumecs F

Below LOQ (LOQ = 0.06 %) / Huxe
Mpeena KONHYeCTBEHHOrO ONpeENIeH s
(TTKO = 0.06 %)

Below LOQ (LOQ = 0.04 %) / Huxe
MTPEjie/ia KOMHUeCTBEHHOrO ONpeeICHHUS
[TKO = 0.04 %)

INot detected / He oOHapyxeHa

INot detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He oOHapy)xeHa

F

Not more than 0.2 % / He 6omee 0,2 %

1)

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

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

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

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

Remarks :

The Product conforms to ND/
Ipumeuanne: IIponyKT cooTBeTCTBYET TpebosaHusaM HJJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

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

Iloarorosneno: Ram ITporepeno: Pardgep Kumar Onobpeno: Menemxkep / PVI\OBUITCHL
u;‘l C:-i_— Amit Kumar ;f\

Reprint Date / Reprint Date / Reprint Date / {

JHara: 30.04.2025 Jara: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 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, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tei : +91 56166 56001-02
www.drreddys.com

CEPTUDPHUKAT AHAJIM3A

[Product: Nise gel 1%, 50 g

MNpoayxr: Haiiz", reas anst Hapy»xHoro npumeHenus 1%, 50 r

Market / Poinok : Russia / Poccust

Batch No./ . V250301 Batch Quantity / . 23500.00 units /

Cepust Ne ) Pazmep cepun * 23500.00 equuuI
Analytical Repovrt No./ . 040002916168 Date of Analysis / . 30.04.2025
AnanuTH4ecKHi oTyeT Ne JlaTa ananu3a

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

Jata npomssoacTBa Toaen o

Mfg. License No. /

IIpousBoacTreenHas : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PI'-RU)
JnueHzus Ne

Analysis performed according ND No / Ananus nposenen no H/I Ne: JITI-Ne(001198)-(PT-RU)-290323

7) Highest Unknown
Impurity / EquaUuHas

s IPUMECh
8) Total impurities /
CyMMma npumeceit

Below LOQ (LOQ = 0.1 %) / Huxe
fpeziena KONMHYeCTBEHHOTO ONpeaeeH s
HeMACHTHGUUMPOBAHHA (TTKO = 0.1 %)

Below LOQ / Huxe npenena
[KOTIMYECTBEHHOI'O ONPEEIICHHS

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

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

Microbial contamination / MukpoOuosornyeckass yncrora™

Total aerobic microbial
count / Obl1uee KOIMYECTBO
MKH3HECTIOCOOHBIX I
aspoOHBIX |
MHKPOOPraHu3MOB

Total combined
'yeasts/molds count /
O6iiiee YMCIIO APOKAKEBBIX
H MIECHERBIY TPHOOR
Pseudomonas aeruginosa

Staphylococcus aureus

NA

NA

NA
NA

Not more than 10> CFU/g /
He G6onee 10> KOE/r

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

;Absent in 1 g/ OtcyrcTBUe B 1 T

|
Absent in 1 g/ OtcyrcTBHE B 1 T

Remarks : The Product conforms to ND/

Ipumeuanne: [IponykT cooTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

[loarotrosneno: Rama kant (,Uj_\ [Iporepeno: Pardeep Kumar Onobpeno: Mesemxep / PykgBoaurenb
w o e=t Amit Kumar N———

Reprint Date / ' Reprint Date / Reprint Date / {

Hara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0A507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P,, 173 205, INDIA

Tel : +91 95166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®HUKAT AHAJIU3A

[Product: Nise gel 1%, 50 g

Tpoaykr: Haii3™, resb Anst Hapy»KHOro npuMeHenns 1%, 50 r

Market / Poinok

: Russia / Poccus

Batch No./ . V250301 Batch Quantity / . 23500.00 units /

Cepus No ) Pazmep cepun © 23500.00 exunun
Analytical Repourt No./ . 040002916168 Date of Analysis / . 30.04.2025
AHanuTHdeckuil otyer Ne JlaTa ananusa

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

JlaTa npousBoacTBa T'onen no

Mfg. License No. /

IlpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JII1-Ne(001198)-(PT-RU)
auueHsnsa Ne

Analysis performed according ND No / Auanus nposesen no HJL Ne: JITI-Ne(001 198)-(PI'-RU)-290323

10.16 mg/ 10.16 mMr

9.0 to 11.0 mg of C13H2N20sS (nimesulide)

7 Assay / KonnuecrseHHoe
onpenaeieHue per 1 g of the product. /
| 071 9,0 1o 11,0 mr Ci3H2N205S (Humecynun)
[ B 1 r mpenapata
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 Ty0y U3 IaMUHUPOBAHHOIO ANFOMUHHS, CHAOKEHHYIO MeMOpaHon At

IkoHTpOIs nepBoro BekpsiTHs. [1o 1 TyOe B mauky KapTOHHYIO ¢ HHCTpYKLHEH Mo

MPHAMEHEHHUIO (TUCTKOM-BKJIAJIBILIEM).

* 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./
* [IpOBOIMTCSA NPOU3BOHTEIEM NMPH BHIITYCKE MIEPUOANYECKHU (C HHTEPBATIOM B ONHO HCTibiTahKe Ha 20 ceprii WM He MeHee 1

pasa B ron). Ilokazare/b MOXKET ObITh He BIUIIOYEH B CEPTU(HUKAT aHaIu3a PUpPMBI.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepnu npouspogutenss ADC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
Homep cepun cy6cTannui npouspoaures IJID:

FERAO00716

API Manufactured by & country /
Ipouseonutens ADPC, cTpana:

Mangalam Drugs and Organics Ltd., India /
Manranawm Jlpars sux Opranuxc Jta., Maaua

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

Ilpumeuanue: TIpoAyKT COOTBETCTBYET TpeboBaHusAM HJI 3akawuyenne: OJOBPEHO

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

ITonrorosneno: Rama kan [Tpoepeno: Pardeep Kumar Onobpeno: Menemxkep / PykogoauTenb
mbul\ PO c::Lj Amit lIQ(umar ’ [\)'(" ,E»

Reprint Date / - o Reprint Date / Reprint Date / 1

Hara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5600324, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

@e
Dr. Red dy,S ‘.o. Vilt. Khol, Nalagarh Road, Baddi,
¢ Distt. Solan, H.P., 173 205, INDIA
Tel ;: +91 93166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®HUKAT AHAJINU3A
Product: Nise gel 1%, 50 g
INponyxr: Haiis®, rens a11s HapyxHoro npumMenenus 1%, 50 r
Market / Poinok : Russia / Poccus
Batch No./ . V250301 Batch Quantity / . 23500.00 units /
Cepus Ne ) Paszmep cepiin " 23500.00 emmmmn
Analytical RepOj‘t No./ . 040002916168 Date of Analysis / . 30.04.2025
AHaguTHYecKHii oTyeT Ne JaTa ananusa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JaTa npoM3BoAcTBA I'onen no
Mfg. License No. /
IIpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY @ JI[I-Ne(001198)-(PT-RU)
JHeH3us Ne
Analysis performed according ND No / Anaaus nposeaen no HJL Ne: JITT-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 / [TpousBoacTBEHHOE NTOApa3aAenenue-6, Bumnamk Kxob,
HaumeHoBaHue, agpec H HOMep JIHIEH3HH Hanarapx Poyn, bagau, Conan Jucrpukr, X.I1. 173205, Mnnus
ILIOIAIKH, OCYLeCTBJIsIon el (JTuuensust No 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».

3aka049eHHe 0 cOOTBeTCTBHM: «HacTofmym s MOATBEPXKAAI0, YTO MpPHBENEHHAs BhIIE WHPOPMANUS SBIAETCS
JOCTOBEpPHOH M TOYHOM. DTa cepus MPOLYKLMHM NPOU3BEAEHA (BKMOUYas YNMAakOBKY (MapKHUPOBKY) M KOHTpOJb
KauecTBa) Ha BBILIEYKA3aHHOW MPOM3BOJCTBEHHON muIomaAke (MJolaaKaXx) B TMOJHOM COOTBETCTBUM C
TpeGoBanuamu [lpaBui Hajiexaliell NpOW3BOACTBEHHON MpakThku EBpasuiickoro sxoHommyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsadps 2022) U TpeGOBaHUAMU KOHTPOJIA KayeCTBa JIEKAPCTBEHHBIX CPEICTB,
a TaKKe B COOTBETCTBHH CO crelUUKALMAMH, CONECPIKAIUMUCSA B PErMCTPAl[MOHHOM J0Che CTpaHbl-MMIIOPTEpA.
3armcH 110 IPOU3BOJICTBY, YIIAKOBKE U aHAJIM3Y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHMsIM [IpaBri
HaJIeXalei Mpou3BOJCTBEHHOM MpakTUKX EBpasMACKOro 3KOHOMHUYECKOTO COHO3ay.

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

ITpumeyanne: IIpogyKT cooTBeTCTBYET TpebosanusaM HJT 3akmouenue: OJJOGPEHO

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

IToarorosieno: Ramam U«(ﬂ\ IIpoBepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosgauresb
- Amit Kumar T~

Reprint Date / T Reprint Date / Reprint Date / i

Hara: 30.04.2025 Jata: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29599, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




