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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

[Product: Nise gel 1%, 50 g

Ipoaywkr: Haiis®, rens juis HapyxHoro npumeHenus 1%, 50 r

Market / Puinox

: Russia / Poceus

Batch No./ . V240317 Batch Quantity / . 23259.0 units /

Cepus Ne ) Pa3mep cepun " 23259.0eaunuy
Analytical Repovrt No./ . 040002568144 Date of Analysis / . 24.06.2024
AHanuTuUecKkHii oTyeT Ne JlaTa ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027

JlaTa npousBoacTBa T'open go

Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposeacd no HJ/I Ne: JIII-Ne(001198)-(PI'-RU)-290323

Ne | Test / Ilokaszatens |Result / PesyabTarhi Specification / Hopma
1 Appearance / Onucanue [Clear homogenous light yellow gel, free  Clear homogenous light
ffrom particulate matter / OqHopoAHbIH vellow to  yellow gel, free from

MpO3payHbiii reb CBETJIO-KENTOro LBETA,
cBOOOAHLIT OT HOCTOPOHHUX YaCTHII,

particulate matter / OnHOpoOAHBIH NMPO3padHbIii
Te€b OT CBETJIO-XKENTOro IO YKENTOro LBETA,
cB00O/IHBIIT OT MOCTOPOHHHUX YACTHL, .

2 Identification by H

3 Weight of _[;ac_k;lgé
contents Macca

4 |pH

Haentndgnkanus (BIXKX)

COOAEPATMOro ynakoBKH

PLC/

Complies as prescribed / CooTBeTCTBYET
TpeboBaHuaM

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
EFeference standard solution (section Assay). /
Bpemsi ymepxuBaHMS OCHOBHOTO IIHMKa Ha
XpOMATOrpaMMe  HCHIBLITYEMOro  pacTBopa
JIOIAKHO COOTBETCTBOBATH BpPEMEHH
yAepIKHBAHNA OCHOBHOIO nuKa Ha
XpoMarorpaMMe  pacTeopa  CTaHAAPTHOTO
oOpasua HUMECynuaa (pasmen
«KonuecTBEHHOE Onpefie/ieHie»)

51g/Slr

5.6

‘According to the requirements. Not less than
50 g / B cootBetcTBUH ¢ TpeboBanusamu. He
imeHee 50 r

4.6 t0 6.0 / OT 4,6 10 6,0

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykt coorBercTByeT TpeboBanusm H]T

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

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

IloarorosneHno: Ankit ﬂ" [Tposepeno:Vijay. Thakur Onobpeno: Menemxep / PykoBoautesb w
Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.06.2024 Hara; 24.06.2024 Hara: 24.06.2024

Registarad Office: 2-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 410 1900 2900, Fax: +81 40 49006 2999, Email: mail@drreddys.com

Ciftl: LS5155AP1984PLCO04G(07
www,drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIU3A

[Product: Nise gel 1%,50 g
Ipoaykr: Hais™, resb 11 HapyxHoro npumeHenus 1%, 50 r

Market / Poinok

: Russia / Poccus

Batch No./ . V240317 Batch Quantity / . 23259.0 units /

Cepusi Ne ) Paszmep cepuu " 23259.0equunn
Analytical Repourt No./ . 040002568144 Date of Analysis / . 24.06.2024

| AHAJTUTH YeCKHii oTueT Ne Jara auanausa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027

Jlata npousBoacTBa T'open no

Mfg. License No. /

IIpon3BoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JII1-Ne(001198)-(PT-RU)
JuueH3us Ne

Analysis performed according ND No / AHaau3 nposeaen no HI Ne: JITI-Ne(001198)-(PI'-RU)-290323

5

Related substances /PoacTBeHHbIE IPUMeCH

5)

6)

Impurity A / Hpumecs A
Impurity B / [Tpumecs B
Impurity C / Ilpumecs C

Impurity D / I[Ipumecs D

Impurity E / Ipumecs E
Impurity F / [Ipumecs F

Highest Unknown
Impurity / EquHndHas
HeuAeHTU(ULHpOBaHHA
sl TIPUMECH

8) Total impurities /
ICyMMa npumecen

elow LOD (LOD = 0.02%) / Huxe
npeaena odHapyxenus (110 = 0.02 %)
Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Below LOD (LOD = 0.02%) / Huxe
npenena obHapyxenus (I10 = 0.02 %)

INot detected / He obHapyxeHa
Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.1 %) / Huxe
npeniena KOMUIECTBEHHOrO ONpPeNeNieHns
(IIKO =0.1 %)

Below LOQ / Huxe npenena
KOJINUECTBEHHOr' O OTIpe/IEIECHHS

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

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorsercTByeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

Iloxrorosneno: Ankit ﬁ/-’ ITposepenop:¥ijay Thakur Onobpeno: Menenxep / PykoBoautens W
2 (0 ) Manoj Kumar

Reprint Date / Reprint Date Reprint Date /

Jlara: 24.06.2024 Hara: 24.06.2024 Hata: 24.06.2024
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 173 205, iNDIA

Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

’froduct: Nise gel 1%, 50 g
| Mponyxr: Haii3”, re;b 1is HapyKHOro npuMeHeHHsa 1%, 50 r

Market / Poinok

: Russia / Poccus

Batch No./ . V240317 Batch Quantity / . 23259.0 units /

Cepnsi Ne ’ Pasmep cepun " 23259.0equnnn
Analytical Rep05t No./ . 040002568144 Date of Analysis / . 24.06.2024
AHaTUTHYeCKHI oTHeT Ne Hata ananu3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027

JaTta npou3BoacTBa Toaen no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001198)-(PT-RU)
JuueH3ns Ne

Analysis performed according ND No / Avaau3 nposeaen no H/ Ne: JITI-Ne(001198)-(PI'-RU)-290323

6

Microbial contamination / Mukpo6HoJioruyeckas 4ucToTa*

|

Total aerobic microbial
count / Obliee KOIUYECTBO
YKH3HECTIOCOOHBIX
a3pObHBIX
MHKPOOPraHH3MOB

Total combined
yeasts/molds count /
Ob611ee 9HCIO APOFOKEBBIX
U TIIECHEBBIX TPUBOB
Pseudomonas aeruginosa

f i

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

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

Absent in 1 g/ OtcyTcTByeTB 1 T

Absentin 1 g/ OtcyTcTBYyeTB I T

Assay / KosimdyecTBenHOe
orpeaeSeHHe

10.33mg/ 10.33mr

Not more than 10 CFU/g /

He 6onee 10> KOE/r

Not more than 10" CFU/g/

He 6omee 10' KOE/r

Absentin 1 g/ OrcyTcTBHE B I T

Absent in 1 g/ OtcyTcTBHE B 1 T

er 1 gof the product. /

9.0 to 11.0 mg of Cj3H12N205S (nimesulide)

Ot 9,0 zo 11,0 mr CzH12N2OsS (HEMecynun)

B 1 r npenapara

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 TyOy U3 TaMUHHUPOBAaHHOTO ATIOMUHUSA, CHaOXeHHYI0 MeMOpaHoH 1s
KOHTpOJs nepBoro BCkpoiTusl. [To 1 Ty6e B nauky KapTOHHYIO C HHCTpYKUUEH N0
[PUMEHEHHUIO (JIUCTKOM-BKJIaBIILIEM ).

* 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./

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT coorBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Jlarta: 24.06.2024

Jara: 24.06.2024

Hara: 24.06.2024

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

IMoxarorosneHo: Ankit /ﬂ/ Hposepeﬂoz/_\’i{'ay Thakur Opnobpeno: Meneaxep / PykoBonuTesns @J,ﬂ
L Py Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Yagint Y e D ~ T i H
Registerad Office: £-2-237, Road o, 3, Baniara Hills, Hyderabad - 500034, Telangana, india
; 7ana,

Tel: +01 504500 2900, Fax: +91 40 1960 2299, Email: mail@drreddys.com
CIN: LS 125AP1984°LCO0A507

wwwv.drraddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Ipoxyxr: Haiis®, rens js HapyskHoro npuMenenns 1%, 50 r
Market / PriHOK : Russia / Poccus
Batch No. / . V240317 Batch Quantity / . 23259.0 units /
Cepusn Ne ) Pasmep cepun " 23259.0epqunun
Analytical Repovrt No./ . 040002568144 Date of Analysis / . 24.06.2024
AHaauTudecknii oryer Ne JlaTta ananusa
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027
Jara npos3BoAcTBa Toaen o
Mfg. License No. /
IIpou3BoacTBeHHARA : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
JuueHsus Ne
Analysis performed according ND No / Anaau3 nposeacs mo HJL Ne: JITI-Ne(001198)-(PI'-RU)-290323

* TIpOBOAMTCA TIPOU3BOLUTENEM MPH BBINYCKE NEPUOAHUESCKH (C HHTEPBaJIOM B OfIHO McrbiTaHue Ha 20 cepuii Win He menee 1
paza 8 ron). [Tokazatens MOXeET ObITh HE BKTIOUEH B CEPTHOMKAT aHaNN3a GUPMBI.

API name (INN) / A®@C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS-1A-243009

Homep cepuu nponspoauteas ADC:

FP Manufacturer API Batch number / FERA00251

Howmep cepun cyocTanuun npoussoautens I'JID:

API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /

Hpoussogurenr ADC, crpaHa: Manranam JIpars sua Opranuke Jita., Mununs
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 / [IpoussoacTBeHHOE Nofpasaenenye-6, Bunnamx Kxons,

HawumMeHoBaHHe, aApec H HOMep JULEH3HU Hanarapx Poya, bannu, Conan uctpuxr, X.I1. 173205, Manus

MIOMIAAKH, OCYLLEeCTBJIsSIIOIIeH (JIuuensus Ne MNB/05/263) J

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: [TponykTt cooTBeTCcTBYET TpeboBanusmM HJL 3akmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrororneno: Ankit /I | Nposepexo:-Nijay Thakur Onobpeno: Menemxep / PykoBogurens W
ot g . Manoj Kumar

Reprint Date / Reprint Date Reprint Date /
Jara: 24.06.2024 Hara: 24.06.2024 Jara: 24.06.2024
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product: Nise gel 1%, 50 g
Hpoayxr: Haiis¥, rens st Hapysknoro npumexeHus 1%, 50 r
Market / Poinok : Russia / Poccust
[Batch No./ V240317 Batch Quantity / ~23259.0 units /
Cepus Ne ) Pa3smep cepun " 23259.0equHHI
Analytical Repourt No./ . 040002568144 Date of Analysis / . 24.06.2024
AHannTudeckuii oruer Ne JlaTa anaanza |
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027
Jara npoussoacrea T'ogen g0
Mfg. License No./
IIpousBoacTBEeHHAsN : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI"-RU)
Junedsus Ne
Analysis performed according ND No / Ananus nposeaed no H/I Ne: JITI-Ne(001198)-(PI'-RU)-290323

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».

3ak/0ueHue 0 cooTBeTCTBHM: «HacTosuium s noaTBEpXKAao, YTO NpUBEACHHAs Bble MH(OpMaLUs ABJIAETCH
IOCTOBEPHOU M TOYHOW. DTa cepus NPOAYKLMH NpOM3Be/eHa (BKIIOYas yNakoBKY (MapKMpPOBKY) M KOHTPOJIb
KauecTBa) Ha BBIICYKA3aHHOM NPOU3BOJACTBEHHON IUIOWaAKe (TUIOIAAKaX) B [OJJHOM COOTBETCTBMH C
Tpebopanuamu IlpaBuin Ha[uiexaleidl npousBOACTBEHHOM mpakTHKW EBpasmiickoro sxonomudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) u TpeGOBaHUAMHU KOHTPOJIA KaueCTBa JIEKAPCTBEHHEIX CPEACTB,
a TaKxe B COOTBETCTBHMM CO creludUKaLUAMU, COlepKALUMUCA B PErUCTPAMOHHOM JOChE CTpaHbl-MMIIOpTEpa.
3amucH 1o NPOM3BOACTBY, YIIAaKOBKE M aHANTH3y NPOBEPEHBI, H YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHMAM [IpaBun
Haanexalei npou3BOJCTBEHHON MpakTHKU EBpa3niickoro 3k0OHOMUYECKOTO COHO3a».

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

IIpumeuanue: IIpoaykT coorBeTcTBYET TpeboBaHusM HJ| 3axmouenue: OJIOBPEHO

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

IToxnrotosseno: Ankit ﬁ IIpoBepeHno: V"ay;hakgr Onobpeno: Menemxep / PykoBonutens @'ﬁﬁ
/ é\. Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hata: 24.06.2024 Hata: 24.06.2024 JHara: 24.06.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +61 40 4900 2900, Fax: +51 40 4900 2999, Email: maii@drredays.com
CIM: L85195AP1984PLC004507
www.drreddys.com




