Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

Product: Nise gel 1%, 50 g

Tponykt: Haitz®, rens ansa Hapy»xHoro npumenedus 1%, 50 r
|11poay py p

Market / Poinox

: Russia / Poccusa

Batch No./ . V240413 Batch Quantity / . 23529.0 units /
Cepus Ne ’ Pa3smep cepun  23529.0eaununy
Analytical Repovrt No./ . 040002571646 Date of Analysis / . 24.06.2024
AHanuTH4ecKHit oTyeT Ne JMara ananuza

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

JlaTa mpoH3BOACTBA TI'ogen oo

Mfg. License No. /
IlpousBoacTBEeHHaS
JuueHsusa Ne

: MNB/05/263

MA number: / Homep PY

: JITI-Ne(001198)-(PT-RU)

Analysis performed according ND No / Anaaus npoeeaen no HJI Ne: JITT-Ne(001198)-(PI'-RU)-290323

6 Microbial contamination / Mukpo6uonornyeckasi yucrora*

===

Total aerobic microbial
count / Obl11iee KOJIMUECTBO
YK 3HECITOCOOHBIX
a9pOoBHBIX
MHKPOOpPraH1u3MoB

yeasts/molds count /
Ob11ee YUCIO APOHIKEBBIX
Iil/l ECHEBbIX IPUOOB
?Pseudomonas aeruginosa

Staphylococcus aureus

Total combined ?

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

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

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

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

éAbsent in 1 g/ OtcyTcTBHE B 1 T

’Absent in1 g/ OtcytcTBUE B 1 T

Absentin 1 g/ OrcyTcTByeTB 1 T

Absent in 1 g/ OtcytcTByerB 1 T

10.15mg/ 10.15mr 9.0 to 11.0 mg of C:H2N20;sS (nimesulide)
er 1 g of the product. /
F)T 9,0 1o 11,0 mr C3H12N205S (Humecynun)

B 1 r npenapara

7 Assay / KosimdecTBeHHOe
onpeaesieHue
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 TYOY W3 TaMHHUPOBAHHOTO ATIOMUHMUS, CHabXeHHYIO MeMOpaHol Ans
KOHTPOJIS epBoro BCKphITUA. [1o 1 TyOe B mauky KapTOHHYIO ¢ MHCTPYKLMEH 110

MPUMEHEHHIO (JTUCTKOM-BKJI IBILIEM).

* 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

IIpumeuanue: [Iponykt coorBeTcTBYeT TpeboBanraM HJI

Conclusion : APPROVED /
3axkmouenne: OJIOGPEHO

to ND/

Prepared by / 1 Checked by / Approved by: Manager/Executive / @'
[ToarorosnieHo: Ankit /4/ Tpogepeno: Vijay Thakur Onobpeno: Menemxep / Pykopoaurens
i éis/ Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.06.2024 Hara: 24.06.2024 Jara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +91 40 4900 2560, Fax: +91 40 4900 2959, Email: maii@drreddys.com

CIN: L.85195AP1954PLCO04507
wwv.drreddvs.com




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

@
s ". Vill. Khol, Nalagarh Road, Baddi
Dr‘ Reddy S L4 Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A
[Product: Nise gel 1%, 50 g
MpoayxT: Haitz®, rens mjis HapyxHoro npumeHenws 1%, 50 r
Market / Prinox : Russia / Poccus
Batch No./ Batch Quantity / 23529.0 units /
1 V240413 :
Cepus Ne Pa3mep cepun 23529.0egnuuu
Analytical Repog‘t No./ . 040002571646 Date of Analysis / . 24.06.2024
AHaaHTHYeCKHIT oTueT No JlaTa ananusza
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027
Jara npousBoacTsa I'opeH xo
Mfg. License No. /
IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JuneH3ust Ne
Analysis performed according ND No / Anaaus nposeaet no HJI Ne: JITI-Ne(001198)-(PT-RU)-290323

* [IpOBOAMTCSA [IPOUIBOAUTENIEM NMPH BEIMYCKE MEPHOAMYECKH (C HHTEPBANOM B OJHO HcrbiTaHue Ha 20 cepuil unu He MeHee 1
pasa B ron). [Tokasarenb MOXeT ObITH HE BKIIIOUEH B CEpTU(HKAT aHanu3a QUpMEL.

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

API manufacturer batch number / NMS-1A-243009

Homep cepun npounspoautest APC:

FP Manufacturer API Batch number / FERA00251

Howmep cepun cydcrannuu nponspoaures I'JID:

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

Hpoussogurens ADC, crpaHa: Manranam Ipars sug Oprasukc JIta., HHausa
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 / [NpouzBoacTBEHHOE MOApa3fenenne-6, Bunnamk Kxons,

HaumeHoBaHue, aipec H HOMep JHLICH3UU Hanarapx Poyn, bapnu, Conan Huctpuxr, X.I1. 173205, Munus

IJIOIIAAKH, OCYIIECTBASIOIeH (JIuuenzus 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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IpogykT cooTBeTCTBYET TpeboBanusam H]I 3ariouenue: OJIOBPEHO
Prepared by / & Checked by / Approved by: Manager/Executive / @»i
Honrotosneno: Ankit [Tpos 0: Vijay Thakur Onobpeno: Menemxep / Pykopoaurens
f ’ Ceied{[/ Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.06.2024 Jata: 24.06.2024 JHata: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, indiza
Tel: +561 40 4900 2900, Fax: +91 40 4300 2999, Einail: maii@drreddys.com
CIN: L85195AP1984PLCN04507
www.drreddvs.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAJIA3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

Product: Nise gel 1%, 50 g

Hpoaywr: Haiiz™, rens nas napysuoro npuMenenns 1%, 50 r

JHueH3usa Ne

Market / Poisox : Russia / Poccus

Batch No./ . V240413 Batch Quantity / . 23529.0 units /

Cepusi Ne ) Pasmep cepnu " 23529.0equHnn
Analytical RepOft No./ . 040002571646 Date of Analysis / . 24.06.2024
AHnanuTuyeckuii oruer Ne JlaTa ananmnza

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

JlaTa npou3BoacTBa T'ogen o

Mfg. License No. /

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

Analysis performed according ND No / Auanus nposened no H Ne: JIII-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».

3axoueHue 0 cooTBeTcTBHH: «HacTodlmuM s moaTBepXJaaro, 4TO NMpPUBEJACHHAs Bbllle WHPOpPMALIMSA ABJSETCS
JIOCTOBEPHON W TOYHOH. DTa cepus NPOAYKUHMH MPOU3BeJeHa (BKJIOYas YHNAKOBKY (MapKHpOBKY) M KOHTPOJIb
KayecTBa) Ha BBILIEYKa3aHHOW TMPOM3BOJCTBEHHOH IulomWagke (MJOLaAKax) B TMOJHOM COOTBETCTBHHU C
TpeboaHusMu [IpaBun Haanexameil MPOU3BOACTBEHHOW NMpakTUKU EBpazuiickoro 3kOHOMHUYecKoro coroda (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTabps 2022) u TpeOOBaHUAMHU KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPEACTB,
a TaKXe B COOTBETCTBHM CO cHeLU(PUKALMAMU, COAECPKKALUMUCI B PETUCTPALMOHHOM JOCHE CTPaHBI-UMIOPTEPA.
3anucu Mo MPOU3BOACTBY, YIIAKOBKE U aHANIM3Y MPOBEPEHBI, U YCTAHOBIEHO UX COOTBETCTBHE TpeboBaHUAM [IpaBun
HaJiIexallei Nporu3BOACTBEHHOH NpakTUKK EBpa3uiickoro 3KOHOMUYECKOTO CO03a».

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

Ilpnmeyanue: [IpoaykT coorBeTcTBYET TpeboBanusiv HJJ 3akawouenne: OJJOBPEHO

Prepared by / 9 Checked by / Approved by: Manager/Executive /

IoarorosneHo: Ankit /f’ I peHo: Vijay Thakur OnoGpeno: Menemxep / PykoBoaurens @uj
; &/ Manoj Kumar

Reprint Date / e Reprint Date / Reprint Date /

Jara: 24.06.2024 Jara: 24.06.2024 Jarta: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +51 40 4900 2900, Fax: +91 40 4300 2922, Email: maii@drreadys.com

CIM: 1.85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Lid.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJIM3A

Product: Nise gel 1%, 50 g

IMpoayxr: Haits®, rens ansg HapyxHoro npuMmeHeHus 1%, 50 r

Market / Peinox

: Russia / Poccusa

Batch No./ . V240413 Batch Quantity / . 23529.0 units /

Cepust Ne ’ Pa3smep cepuu " 23529.0eauuniy
Analytical Repourt No./ . 040002571646 Date of Analysis / . 24.06.2024
AHanuTHiecKHii oTyeT No JlaTra anaauza

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

JlaTa npou3BOACTBA T'ogen xo

Mfg. License No. /

IpousBoacTBeHHAast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
JuneH3usi Ne

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

[Ne  [Test. / TlokasaTen

| Result / Pe3yabTaThl

| Specification / Hopma

1 'prearance / Onucanue

Clear homogenous light yellow gel, free
from particulate matter / OnHOpOJHBIH
Npo3payHblii reyb CBETIIO-XKENTOrO LBETA,
CBOGOIHBIH OT MOCTOPOHHUX 4acTHUL,

Clear homogenous light
yellow to  yellow gel, free from
particulate matter / OHOPOIHBIH TPO3PAYHbIi]
reab OT CBETJIO-KENTOTO [0 JKENTOrO LBETA,

10BO60£[HBII\/’I OT NMOCTOPOHHUX YaCTHUL.

Identification by HPLC /
Unenrnduxanus (BIKX)

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
reference standard solution (section Assay). /
Bpems yaepkHBaHNsg OCHOBHOTO MMHKa Ha
XpoMaTorpaMme  MCHBLITYEMOro  pacTsopa
|,nom1{|-[0 COOTBETCTBOBATE BpEeMEeH11
YAEPKIHBAHNSA OCHOBHOTO niKa ia
XpOMaTorpaMmMe  pacTBOpa  CTaHAapTHOIO
obpazua HUMecyJIIaa (paszen
«KonuuecTBeHHOE OnpeaencHie)

contents Macca

Weight of package__

COAECPKUMOI'0 YIIAKOBKH

50g/50r

pH

4.8

According to the requirements. Not less than
50 g / B cootBercTBUM C TpeOoBaHusAMH. He
MeHee 50T

4.6t06.0/ 01 4,6 10 6,0

Remarks : The Product conforms to ND/
[pumeuanne: [Ipogykr cootBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akaroyenne: OJOBPEHO

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

HoparorosneHo: Ankit ﬁi/ MMpoesepeHo: Vijay Thakur Onobpeno: Menemkep / PykoBoaurens
: &/ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.06.2024 Hata: 24.06.2024 Hara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei. +81 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85135AP1954PLLCO04507
wwvedrreddys.com




Dr. Reddy's Laboratories |td.
‘... Formulation Unit-6
/ ® Vill. Khol, Nalagarh Road, Baddi
Dr" Reddy S s Distt. Solan, H.P., 173 205, IND!A
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
INpoaykr: Haiis®, rens juist HapysxHoro npumeHeHus 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240413 Batch Quantity / . 23529.0 units /

Cepus Ne ) Pasmep cepun " 23529.0equuui
Analytical Repovrt No. / . 040002571646 Date of Analysis / . 24.06.2024
AHaauTuueckni oryer Ne Jarta ananusa

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

Jara npouzsoacTea T'oxen go

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JnueH3ust Ne

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

5 Related substances /PoacTBenHble IPUMeECH

1) Impurity A / Ilpumecs A [Below LOD (LOD = 0.02%) / Huxe 1) Not more than 0.2 % / ne bonee 0,2 %
npenesia ooHapyxenus (110 = 0.02 %)

2) Impurity B / TIpumeck B [Not detected / He o6HapysxeHa 2) Not more than 0.2 % / He Oonee 0,2 %

3) Impurity C / ITpumecs C [Not detected / He o6HapyseHa 3) Not more than 0.2 % / e 6onee 0,2 %

4) Impurity D / TTpumecs D Below LOD (LOD = 0.02%) / Huxe 4) Not more than 0.2 % / He 6onee 0,2 %
npeaena odbHapyxeHus (110 = 0.02 %)

5) Impurity E / Ilpumecs E Not detected / He oGHapyKeHa 5) Not more than 0.2 % / He 6onee 0,2 %

6) Impurity F / IIpumeck F INot detected / He oBHApyeHa 6) Not more than 0.2 % / He 6onee 0,2 %
. 7) Not more than 0.2 % / He 6onee 0,2 %
7) Highest Unknown Below LOQ (LOQ = 0.1 %) / Hike

Impurity / EnuauuHas

HemIeHTHOAITPOBaHHa npeaena KoJW4EeCTBEHHOIO ONpedeIeHHS
(IIKO =0.1 %)

s IPUMECH

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

KOJIMYCCTBEHHOI'O ONIPEAECIIEHU S

8) Total impurities /
CyMMa mpumeceit

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanusaM HJI 3akaouenue: OJJOBPEHO
Prepared by / 1 Checked by / Approved by: Manager/Executive /
[Toarororneno: Ankit ﬁ [Mposepeyo: Vijay Thakur OnoGpeno: Menemxep / PykoBonuTens

N = .

o Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.06.2024 Hara: 24.06.2024 Harta: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indis
Tei: +51 40 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@drraddvs.com
CIN: 1.851354AP1954PLCO04507
wwwy.drreddvs.com




