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

Vill. Khol, Na'agarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

Product: Nise gel 1%, 50 g ]

Hpoaykr: Haiiz", rens ans HapyxHoro npumeHeHus 1%, 50 r

Market / Poinox : Russia / Poccust

Batch No./ . V240316 Batch Quantity / , 23059.0 units /

Cepnsa Ne Paszmep cepuu 23059.0eaunnn

Analytical Repourt No./ . 040002567743 Date of Analysis / . 24.06.2024

AHanHTHYecKHI oTueT No JlaTa aHaaun3a

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

JlaTa mpoHM3BOACTBA Toaen g0

Mfg. License No. /

IIpousBoacTBeHHasA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI™-RU)

anueH3us Ne

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

.Ni_ I Test / ITokazaTenn | Result / PezynbTaThl R Specification / Hopma

1 Appearance / Onucanne |Clear homogenous light yellow gel, free  Clear homogenous light

from particulate matter / OgHOpPOAHBIH yellow to  vellow gel, free from

Mpo3pauHblii rejlb CBETIIO-KENTOrO 1BeTa, particulate matter / OXHOPOAHBIN MPO3paUHbIH

CBOOOJHBII OT ITOCTOPOHHHX YacTHLl. Tenb OT CBETJIO-KEITOr0 [0 KENITOro LBETa,
- }(:3060}1}11)11?1 OT NOCTOPOHHHX YaCTHULL.

2 Identification by HPLC / |Complies as prescribed / CooterctByer The retention time of the main peak in the

Haentaduranus (BIXKX) rpeboBaHusm chromatogram of test solution should
correspond to the retention time of the main
peak in the chromatogram of nimesulide
rreference standard solution (section Assay). /
BpeMms ynmep:kUBaHUSI OCHOBHOIO MHKa Ha
XpoMaTorpaMMe  UCHBITYEMOI'O  PacTBOpA
|TOJKHO COOTBETCTBOBATH BpEMEHU
\yaepKHBaHHS OCHOBHOT'O nuKa Ha
XpoMaTOrpaMMe  pacTBOpa  CTaHOApTHOTO
obpazia HUMeECYJIuaa (pazzen
| «KomruecTBEHHOE OMPEICICHUE)

B Weight of package 51g/51r |According to the requirements. Not less than
contents Macca 50 g / B cooTBetcTBHM ¢ TpeboBaHusiMHu. He
COJEPKUMOI0 YIIaKOBKH menee 50 T

4 pH 5.4 4.6106.0 /01 4,6 10 6,0 j

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoxykT cooTBeTcTBYET TpeboBanusimM HJI
:]

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

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

[Tonrorosneno: Ankit /1 [TpoBepeno; Mijay Thakur Onobpeno: Menemxep / PykoBoauTens @J
il (V‘ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

JlaTa: 24.06.2024 JHara: 24.06.2024 Jata: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Nise gel 1%,50 g
Ipoayxr: Haiiz®, rens 115 Hapy»HOro npumerenus 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240316 Batch Quantity / . 23059.0 units /

Cepusi Ne ) Pasmep cepun " 23059.0eamnnn
Analytical Repovrt No./ © 040002567743 Date of Analysis / . 24.06.2024
AHajquTu4decknii oryer Ne JaTa ananusza

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

Jara npou3BoacTBa T'oaen ao

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposesen no H/1 Ne: JITI-Ne(001198)-(PI'-RU)-290323

5 Related substances /PoacTBeHHbIe NPpUMECH

1) Impurity A / ITpumecs A [Below LOD (LOD = 0.02%) / Huxe 1) Not more than 0.2 % / ne 6onee 0,2 %
npenena obuapyxenns (I10 = 0.02 %)

2) Impurity B / ITpumeck B Not detected / He oGHapysxeHa 2) Not more than 0.2 % / He 6onee 0,2 %

3) Impurity C / ITpumeck C Not detected / He 06HapyxeHa 3) Not more than 0.2 % / He 6onee 0,2 %

4) Impurity D / Ilpumeck D Below LOD (LOD = 0.02%) / Hixe 4) Not more than 0.2 % / He 6onee 0,2 %

npenena obHapyxenus (110 = 0.02 %)

5) Impurity E / ITpumecs E ot detected / e oGHapyKena 5) Not more than 0.2 % / He 6onee 0,2 %

6) Impurity F/TIpumech F [Not detected / He oGHapyxena 6) Not more than 0.2 % / He Gonee 0,2 %

2y i Unkn Below LOQ (LOQ = 0.1 %) / Huxe 7) Not more than 0.2 % / ne 6onee 0,2 %
) Highest Unknown fpesena KOIMIECTBEHHOTO ONpe/IENeHUs

Impurity / Enuanynas (TTKO = 0.1 %)

HeUACHTH(PHLIMPOBAHHA ’

s IPUMECh

Below LOQ / Huke npeniena 8) Not more than 1.5 % / He 6onee 1,5 %

KOJIMUECTBEHHOI'O OIMPEAEIICHUS

8) Total impurities /
CyMMa npuMeceit

|

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilpoaykr coorBeTcTBYeT TpeboBaHusM HJJ 3akmoyenue: O JOBPEHO
Prepared by / ’ Checked by / Approved by: Manager/Executive /
Toarorosaeno: Ankit /r [Tposepeno; Vijay i Onobpeno: Menemkep / PykoBogurens W

; M—kﬂ Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.06.2024 Hara: 24.06.2024 Hata: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tef: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCOO4SN7
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
&s Formulation Unit-6
Dr. Reddy’s ‘... Vill. Khoi, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Fﬁ)duct: Nise gel 1%, 50 g
| poayxr: Haiis®, rens as Hapyxuoro npumeHenus 1%, 50 r

Market / Priok : Russia / Poccus

Batch No. / . V240316 Batch Quantity / . 23059.0 units /

Cepusa Ne ) Pazmep cepun " 23059.0eaunun
Analytical Repovrt No./ . 040002567743 Date of Analysis / . 24.06.2024
AHanutn4eckuii oruer Ne Jarta aHaau3a

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

Jata npom3poacTsa Tonen po

Mfg. License No. /

IIpouszBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PT-RU)
JnueH3usa Ne

Analysis performed according ND No / Ananu3s nposeaes no HJ Ne: JITI-Ne(001198)-(PI'-RU)-290323

6 Microbial contamination / Muxpo6uosioruueckas YHeToTra*

Total aerobic microbial
count / Obl1ee KOJIUYECTBO

MKHU3HECTIOCOOHBIX Less than 10 CFU/g/ Not more than 10> CFU/g /
adpOOHBIX Menee 10 KOE/r He 6onee 102 KOE/r
MUKPOOPTraHU3MOB

Total combined Less than 10 CFU/g/ Not more than 10" CFU/g /
yeasts/molds count / Menee 10 KOE/r He 6osee 10" KOE/r

Ob11ee YuCIIO APOIKIKEBBIX
U T1JIECHEBbIX IPUOOB

Pseudomonas aeruginosa Absent in 1 g/ OtcyTctByeTB 1 T Absent in 1 g/ OTcyTcTBUE B 1 T
Staphylococcus aureus Absentin 1 g/ OtcyrctByeT B 1 T Absent in 1 g/ OtcyTcTBHE B 1 T
7 Assay / KonnyecTBeHHOE 10.21mg/ 10.21mr 9.0 to 11.0 mg of C3H2N20;5S (nimesulide)
onpenejieHHe per 1 g of the product. /
Ot 9,0 no 11,0 mr C3H12N20sS (HuMecynux)
B 1 r npenapara

8 Package / Ynakoeka 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /

[1o 50 r B TyOy U3 TJaMUHUPOBAHHOI'O AIOMHHUSL, cHabxeHHYIo MeMOpaHoit aJis
KOHTPOJIs NepBoro BCKpbITus. [1o 1 Tybe B mauky KapTOHHYIO C HHCTpYKOUEH 10
IpUMEHEeHHUIO (JTUCTKOM-BKIABIILEM).

* 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/ Conclusion : APPROVED /

IIpumeuanue: Ilpogykt coorBercTByeT TpeboBanmsm HJ{ 3ariawuenue: OJOBPEHO

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

IloarotosyeHo: Ankit /fp ITposepeno: Vijay Thakur Onobpeno; Menemxkep / PykoBoaurenb W
L Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.06.2024 Jara: 24.06.2024 Hara: 24.06.2024

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




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

@e
Dr. Reddy’s ".O Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Product: Nise gel 1%, 50 g
Tpoaykt= Haitz®, resb 1uist HapyxHoro npumeHenus 1%, 50 r
Market / Prinox : Russia / Poccus
Batch No. / V240316 Batch Quantity / _23059.0 units / T
Cepusi Ne ) Pa3mep cepun " 23059.0eanHuL ]
Analytical Repourt No./ . 040002567743 Date of Analysis / . 24.06.2024
| AHanuTHYecKMii oTyeT No JlaTa ananuza
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027
JlaTa mpoH3BOACTBA T'ogen no
Mfg. License No. /
IIpousBoacTBeHHAsS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PI'-RU)
JunneHsus Ne
Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JITI-Ne(001198)-(PI-RU)-290323

* [IpOBOAMTCS NPOU3BOANTEIIEM NPH BBINYCKE NEPUOANUUECKH (C HHTEPBAJIOM B OJHO HCTbITaHHE Ha 20 cepuit UM He Menee |
pasa B ron). [Tokasarenb MOXeT GBITh HE BKIIIOUEH B CEPTHOHKAT aHANM3a QHPMBIL.

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

API manufacturer batch number / NMS-1A-243009

Homep cepun nponsBoautens ADC:

FP Manufacturer API Batch number / FERA00251

Homep cepuu cydcranuuu npoussogurens ['JID:

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

Iponseoaurtens ADC, cTtpana: Matranam par3 sng Opraruke JIta., Unaus
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 / [Tpou3sBocTBEHHOE MoApazaenenre-6, Bumnamx Kxons,

HanmenoBaHme, ajpec H HOMep JUUECH3UH Hanarapx Poyn, bagnu, Conan Quctpukr, X.I1. 173205, Uuaus

MJIOIIAKH, OCYIeCTBIJISIOMCH (JTunensus 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 sile(s) in

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
N pumeyanne: [Ipoaykt coorBeTcTBYeT TpeboBanuam HJI 3akmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ankit % Iposepeno: Vijay Thakur Onobpeno: Menemxkep / PykoBogUTENb
L /J,/' Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
Hara: 24.06.2024 Hata: 24.06.2024 Hata: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 490C 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘;".

CERTIFICATE OF ANALYSIS
CEPTUHOPUKAT AHAJTHU3A

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

Product: Nise gel 1%, 50 g
Hpoayxr: Haiiz®, rens ans sapyxsoro npumerenus 1%, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240316 Batch Quantity / . 23059.0 units /

Cepust Ne ) Pasmep cepun " 23059.0epuHuiy
Analytical Repovrt No./ . 040002567743 Date of Analysis / . 24.06.2024
Ananurndeckuii oryet No JlaTra aHaau3a

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

JaTta npom3BoacTBa TI'oaen no

Mfg. License No. /

IIpoussoacrBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JuueH3ust Ne

Analysis performed according ND No / Ananus nposeaen no HJ Ne: JITI-Ne(001198)-(PT-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».

3akinouenne o cooTBeTcTBUH: «HacTofAluM s noATBepk a0, YTO NpUBEJCHHAs Bbllule MHGOpPMALUs ABIAETCS
JIOCTOBEPHOM M TOYHOH. JTa cepus MPOAYKUMM IpoHM3BeldeHa (BKIIOYas YNAKOBKY (MapKUpOBKY) W KOHTpOJIb
Ka4yecTBa) Ha BBIIEYKA3aHHOM MpPOM3BOJCTBEHHOH muomagke (MUIOMaAKax) B TMOJHOM COOTBETCTBHH C
TpeboBaHusamu [lpaBun Hajexameld MpoM3BOJACTBEHHONW MpakTuku EBpasuiickoro skoHoMmuyeckoro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTa6psa 2022) v TpeOOBaHUAMU KOHTPOJIS KAYeCTBA JIEKAPCTBEHHBIX CPENCTB,
a Takke B COOTBETCTBMM CO CNELUPUKALUUIMU, COAECPIKAUIUMUCS B PErMCTPaLlMOHHOM JOChe CTpaHbI-UMIIOpTEpA.
3anucu 1o Nnpou3BOJCTBY, YIIAKOBKE W aHaJNU3y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHusaM IlpaBun

HaJJiexaueH HpOPISBOI(CTBGHHOﬁ IMMpakKTUKH EBpaSHﬁCKOFO OKOHOMHUYECKOI'O COro3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilponykt cootBeTcTBYeT Tpebosanusam HJI 3akmoyenne: OJJOBPEHO

Checked by / Approved by: Manager/Executive /

Prepared by /
ITongroroeneno: Ankit ﬁ ITposepeno: ViWr Onobpeno: Menemxep / PykoBoaurtens

Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
JaTa: 24.06.2024 Hata: 24.06.2024 Hara: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: .85195AP19R4P| CNASNT
www.drreddys.com




