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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Mpoaywr: Haiiz™. rens ans wapysaoro mpumenenns 1%. 50 ¢

Market / Phiok : Russia / Poccus
Batch No. / Batch Quantity / 23530.00 units /
: V250059 g
Cepus No Pazmep cepun 23530.00 epunnn
Analytical Repo“rt No./ . 040002801802 Date of Analysis / . 11.02.2025
ARanuTU4Y KM oTYeT Ne JlaTa anaJsiH3a -
Date of Manufacture / . 01/2025 Date of Expiry / 12/2027
Jarta npoH3BoacTBa T'oaen no
Mfg. License No. /
TIpousBoxCTBEHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
anuenzna N

Analysis performed according ND No / Anaaus nposeaen no HJE Ne: JITI-Ne(001198)-(PT'-R1)-290323

Ne | Test/Iokasatenn Result / PesyasTatsl

| Specification / Hopma

1 ‘Appearance / Onucanue Clear homogenous light yellow gel, free
| {rom particulate matter / Onnopofitbiii
MpO3patHblil T/l CBETNO-KENTOrO HBETA,
CcBOOOJIHEIT OT MOCTOPOHHUX YACTHIL

Clear homogenous light
vellow to yellow  gel, free  from
particulate matter / OAHOPONKBIT MpoO3padHbIi
Iellb 0T CBETJO-KENTOro L0 JKEeNTOoro LBETa,
cBOOO/HBIIT OT NOCTOPOHHHX YACTHLL

2 Identification by HPLC / " 'éompl ies as prescribed / CooTBercTByeT
Upnentuduxanus (BIXKX) rpebosaniisnm

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). /|
Bpema yiaepkHBaHHMS OCHOBHOrO THKA HA
XpOMAaTorpaMMe  HCIbITYEMOro  pacTsopa

JOJKHO COOTBETCTBOBATE BpEMEHH
YACpKHUBAHIA OCHOBHOT'O nuKa Ha
XpoMaTtorpamme pacreopa CTanaapTHoro
06]3&3”,3. HHMECYIaa (pasuen

«Komi4ecTBeHHOE OnpefeNeHne)

| —
3 Weight of package 51g/S5Sir
|contents Macca
COAEePsKUMOro YIAKOBKH

According to the requirements. Not less than
150 g / B cootBetrcTBUM ¢ TpeboBaHuAMU. He
meHee 50 r

4.6106.0/0T14,6 10 6,0

4 |pH 5.6
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponyxr coorBercTByeT TpeboBanusam HJI 3axsmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager{Executive /
IToarorosnexo: Sarita [Tpoeepeno: Santosh Kumar Opnobpeno: Menemxep | PykopoanTtenb

}g;‘ P Maurya QL Abhishek Chauhan r

Reprint Date / Reprint Date / Reprint Date /
Jara: 11.02.2025 Hara; 11.02.2025 Hara: 11.02.2025

Ronistered Office: 3-7-337, Read Ne 2, Banjara Hills, Hyderabad - 500024, Telangana, India

el +21 20 4500 2900, Fax:
CIN: LS
wivwaireddya.coia
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[Product: Nise gel 1%, 50 g

Npoayxr: Haitz®, rens ana napysknoro npumedenns 1%, 50 r
Poay p p

Market / PhiHOK : Russia / Poccust
Batch No. / Batch Quantity / 23530.00 units /
: V250059 :
Cepus Ne Pa3zmep cepun 23530.00 exuHHKL
Analytical ReportNo./ . o40009801802 DL 18 : 11.02.2025
Awanntnueckuii oryer Ne - Jara aHanu3a
Date of M anufacture / . 01/2025 Date of Expiry / . 12/2027
JaTa npon3BoACTBA T'ogen go
Mfg. License No. /
IlponsBoxCTBeHHAs! : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI"-RU)
anuensusa Ne

Analysis performed according ND No / Anaaus nposeaeu no H Ne: JIT-Ne(001198)-(PI'-RU)-290323

5 Related substances /PoacTBeHHbIEe NPHMECH

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

3) Impurity C/ [Ipumecs C

4) Impurity D / [Ipumecs D

j5) Impurity E / [Ipumecs E
15) Impurity F / llpumecs F

Not detected / He obHapyxkeHa

Below LOQ (LOQ = 0.04 %) / Huxe
npezena KOJIMYECTBEHHOTO ONpeie/ieHHs
(TIKG = 0.04 %)

Below LOQ (LOQ = 0.04 %) / Huxe
npezesa KONHUECTBEHHOTO ONpeeieH st
(ITKO = 0.04 %)

Below LOQ (LOQ = 0.06 %) / Hixe
Mpezesa KONUUeCTBEHHOTO ONpeaeIeHHs

(TIKO = 0.06 %)

Not detected / He oOHapyxeHa
Not detected / He oOHapyxkeHa

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 % / ve 6onee 0,2 %

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

Remarks : I'he Product contorms to NL)/ .
IIpumeuanne: [Iponykr cooTBercTBYeT Tpebopanusm HI

Conclusion : APPRUVED /
Zakaouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Ex¢cutive /
[Noarorosneno: Sarita [Tpoeepeno: Santosh Kumar Onobpeno: Menemxep / Pykosonnrens
(8 _— Maurya @- Abhishek Chauhan ' /
L~
Reprint Date / Reprint Date / Reprint Date /
Hata: 11.02.2025 Jara: 11.02.2025 Hara: 11.02.2025

:d QOffice: 8-2-237, Road No. 2, Banjara Hills,

Bepisterd

Hyderabad - 500024, Telangana, India

Tel: 291 40 4960 2200, Fax: +91 40 4900 2059, Email: mail@drreddys.com
Clid: L5195AP1624PLCGO4507

www.direddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
IMpoayxcr: Haitz®. reas qis napyscioro npuMenenns 1%, 50 r

Market / Phnok : Russia/ Poccus

Batch No. / . V250059 Batch Quantity / . 23530.00 units /

Cepun Ne i Paszmep cepHH " 23530.00 egunun

Analytical Repovrt No./ . 040002801802 Date of Analysis / . 11.02.2025

AHanuTudecknii oruer No Jlara aHaJn3a

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

Jarta npou3BoAcTBa Tl'open o -
Mfg. License No. /

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

Analysis performed according ND No / Ananus nposeaen no I Ne: JITI-Ne(001198)-(PI'-RU)-290323

7) Highest Unknown Below LOQ (LOQ = 0.1 %) / Huxe 7) Not more than 0.2 % / re 6onee 0,2 %
Impurity / EnuHu4Has  |npenena KOJIH4ECTBEHHOTO ONpEaeNeHNs
HEWJIeHTUPHIIMPOBAHHA (ITKO = 0.1 %)

51 IPUMECh

8) Total impurities /
CymMa npHmMecedt el ROy LiiscHipEnSa 8) Not more than 1.5 % / He bonee 1,5 %
J ¥ KOJMUYECTBEHHOrO ONpeaeNeHus

6 i’Microbial contamination / MukpoOuojoraueckas 4acrora*

Total aerobic microbial
count / Obl1iee KOJIUYECTBO

YKM3HECTIOCODHBIX Less than 10 CFU/g/ Not more than 10? CFU/g /
a3pOOHBIX Menee 10 KOE/r He Gonee 10° KOE/r
MHKPOOPraHu3MOB ‘

Total combined | Less than 10 CFU/g/ Not more than 10' CFU/g /
yeasts/molds count / Menee 10 KOE/r He Gonee 10! KOE/r

O6l1Lee YHCNO APOAIKEBBIX |
1 TIJIECHEBBIX TPHOOB

Pseudomonas aeruginosa Absent in 1 g/ OtcyTcTBYeT B 1 T Absent in 1 g/ OtcyTcTBUE B 1 T
|Staphylococcus aureus Absent in 1 g/ OtcyTcTBYeTB 1 T Absent in 1 g/ OTcyTcTBUE B 1 T
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IpoaykT cooTBETCTBYET TpeboBanusam HT 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Managey/Executive /
INoarorosnexo: Sarita 0 IIposepeno: Santosh Kumar OpnobpeHo: Menemxep] / Pykooautens
%/ Maurya l@/ Abhishek Chauhan i
L =
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.02.2025 Hara: 11.02.2025 Hara: 11.02.2025

Fegisterad Office: 8-2-237, Road No. 2, Banjara Hills, Hyderzbad - 500024, Telangana, India
Tob 491 40 4800 2900, Fax. =41 40 4900 2929, Emails miail@drreddys.com
CIM: L35 185AP1982PLCG04507

wwwdrreddys,com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

P_r(Euct: Nise gel 1%, 50 g
IMpoayxr: Haiiz®, rens ans HapyxHoro npuMenenus 1%, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V250059 Batch Quantity / . 23530.00 units /

Cepus Ne ) Paszmep cepuu " 23530.00 exmunmg

Analytical Repog‘t No./ . 040002801802 Date of Analysis / 11.02.2025

AHaauTHYeCKHIT oTueT Ne Jarta anaansa

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

JlaTa npou3BOACTBA T'ogen o B
Mfg. License No. /

IIpon3soacTBeHHasn : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001198)-(PT-RU)

JiMneH3un Ne

Analysis performed according ND No / Anaan3s nposenen no HJT Ne: JITI-Ne(001198)-(PI'-RU)-290323

7 Assay / KosinuecTBeHHOE
onpenejieHUe

9.98 mg/ 9.98 mMr

8 | Package / Ynakoska

natian

+ 1 farmats lonfl {
patient iniormauon leaflet \pac

[To 50 r B Ty0y W3 NaMAHMPOBAHHOIO ANOMUHHUS, CHAOKEHHYIO MEMOPAHOH 1Jist
KOHTPOJIg mepBoro Bekpoitus. [1o 1 Ty6e B nauky KapTOHHYIO ¢ HHCTPYKIMEH 110
pUMEHEHHIO (JINCTKOM-BKIIabIIEM).

9.0 to 11.0 mg of C;3H2N20sS (nimesulide)
per 1 g of the product. /

OT1 9,0 10 11,0 Mr C;3H;2N20sS (Humecynnm)
B 1 r mpenapaTa

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

kage insert) in a carton. /

* 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./

* TIpoBOAHUTCS MPOM3BOMTENEM ITPH BbITYCKe NEPHOAUYECKH (C MHTEPBAIOM B OHO MCMBITaHHUE Ha 20 ceprit WM He MeHee |
pasa B ron). [Tokazarens MOXeT GbITh HE BKIIIOUEH B CEPTUUKAT aHANH3a QHPMBIL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussogutens ADC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
Homep cepun cydocTanuud npouspoautes I'JId:

FERAO00716

API Manufactured by & country/
Ipoussogutear ADC, cTpaHa:

Mangalam Drugs and Organics Ltd., India /
Matnranam Jlpar3 aug Opranuke JIta., Muaus

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykr cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
IMToagrorosneHo: Sarita

ITpoeepeno: Santosh Kumar

y Maurya @\_

Approved by: Managr:rf’ExI cutive /
Onobpeno: Menemkep / PykoBoautenb
Abhishek Chauhan /

=
v

Reprint Date /
Hara: 11.02.2025

Reprint Date /
Jara: 11.02.2025

Reprint Date /
Hata: 11.02.2025

Pugisternd Qffice: 2-7-337, Read Na. 3, Banjara Hills, Hyderabad - 506034, Telanganag, indiz

Tol, +51 30 4900 2800, Fax
CIN. LS

140 4900 2609, Email: mail@drieddys.coin
195AF1984PLCOD150T

www.drieddys.cein
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Dr. Reddy’s q.. Vill. Khol, Nalagarh Road, Bacldi,
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJINU3IA

Product: Nise gel 1%, 50 g
Tlpogykr: Haitz®, rens n1a HapyskHoro npuMmenenns 1%, 50 r

Market / PoiHoK : Russia / Poccus

Batch No. / . V250059 Batch Quantity / . 23530.00 units /

Cepus Ne ) \Pazmep cepun " 23530.00 exunun
Analytical Repovrt No./ . 040002801802 lDate of Analysis / . 11.02.2025
AxanuTHYecKHil oTyeT No |laTa aHaJiu3a

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

JaTa npou3BoACTBa T'ogen po

Mfg. License No. /

IIpoussoacTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
auneH3us Ne

Analysis performed according ND No / Anaaus nposeaen no HA No: 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 / [Ipou3BoJCTBEHHOE MoapazaeneHue-6, Bunnamk Kxons,
HanmMeHoBaHue, apec H HOMep JHIEH3HH Hanarapx Poyn, bagau, Conan ductpukrt, X.I1. 173205, Muaus
IJIOIIAKH, OCYIeCTBJ/SIIOe (Jluuensus Noe 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».

3akJI04eHHe 0 cOOTBeTCTBHHM: «HacTodmuM s NOATBEPXKIAl, YTO NpPUBEICHHAs Bhllle WHOpMaLHUA ABIAETCS
JIOCTOBEPHON M TOYHOM. DTa cepusi MPOLYKLHMH IPOU3BEAcHa (BKIIIOYasl YNaKoBKY (MapKMpOBKY) W KOHTPOIIb
KayecTBa) Ha BBIIICYKA3aHHOM NpPOU3BOACTBEHHONW mioliaake (IUIOIAAKax) B TOJIHOM COOTBETCTBMU C
TpeGoBanuaMu IlpaBui Hapexaieil NpOM3BOJACTBEHHOM NMpakTHKH EBpasuiickoro sxoHoMuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpebOBaHUAMU KOHTPOJIS Ka4eCTBa JIEKAPCTBECHHBIX CPEJICTB,
a TaK)Ke B COOTBETCTBHH CO CMNEUMPUKALMAMU, COACPKAMMUCA B PErMCTPALlMOHHOM HOChE CTPaHbI-UMIIOpPTEpA.
3anucH 1o NpOU3BOJCTBY, YIIAKOBKE U aHANM3Y MIPOBEPEHD], H YCTAHOBJIEHO MX COOTBETCTBME TpebosaHuaM [Ipasun
HaaJiexalei Npou3BoACTBEHHON NPpakTUKK EBpazuiickoro 3KOHOMHUYECKOI0 COr03a.

Remarks * The Praduet eanforms ta NTV/ Caonclusion : APPROVFED /
Ipumeuanne: [Ipoaykt cootBeTcTByeT Tpebosanusam HJI 3axaouenue: OJJOBPEHQ
Prepared by / Checked by / Approved by: Manager/Exedutive /
Ioarorosnewo: Sarita , IIposepeno: Santosh Kumar Onobpeno: Menemkep / PyxkoBoanTeib
j}p" // Maurya Abhishek Chauhan /
/ .
Reprint Date / Reprint Date / Reprint Date / N i
Hata: 11.02.2025 Jara: 11.02.2025 Hara: 11.02.2025

Reaistered Office: 8-2-327, Road Mo. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tol: +01 40 4900 2900, Fax: +91 40 4900 2889, Email: mail@direddys.com
CIN: L85185AP1984PLCO04507
wwiw.direddys.com



