Dr. Reddy's Laboratories Ltd.

@0 Formulatian Unit-6
Dl’. Red dy’s ". Vill. Khol, Nalagarh Road, Baddi,
- Distt. Solan, H.P., 273 205, INDIA

Tel : +91 68166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTU3A

Product: Nise gel 1%, 100 g ]
Dpoayxr: Haiia®, rens mna vapysxdoro npumensaus 1%, 100 T

Market / PoIHok : Russia / Poccns

Batch No. / : V240591 Batch Quantity / . 11814.0 units /

Cepusa Ne ) Pasmep cepun * 11814.0epmuuy
Analytical Report No. / . 040002635093 Date of Analysis / . 29.08.2024
AHanuTnueckuii oTyer Ne JlaTa ananusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JlaTa npon3BoAcTBa TofeH go

Mfg. License No./

ITpounseoacTBeHHAs 1 MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JAnen3ns Ne

Analysis performed according ND No / Anasn3 nposeaex no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323 =

Ne [Test/Tokasatens | Result/PesyabraTsi 'Specification / Hopma

1 | Appearance/Onucanue (Clear homogenous yellow gel, free from  Clear homogenous light
particulate matter / OHOPOAHbIiE yellow to yellow gel, free fro
po3pa4HLLil resib KENTOro L(BETA, particulate matter / OaHOpPOAHEIH npO3pauHsIi
CBOGOMHEIH OT OCTOPOHHHMX YACTHLL. refk OT CBETNO-KENTOTC A0 XENTOro UBeTa,

CcBOBOMHBLT OT IMOCTOPOHHUX HaCTHLL

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

Haentnpukauus (BIXKX) TPEeOOBAHHAM 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 yiepxuBaHus OCHOBHOTO IIHK& Ha
XKpPOMATOrpaMME  HCMBITYEMOrO  PacTBOpa

LOJIKHO COOTBETCTBOBATh BpeMeHH
YASPKHBAHHUA OCHOBHOTO nHKa Ha
XpomarorpaMme  pacTBopa  CTaHJapTHOIO
obpasua HUMeCYnHaa (paznen
«KOoNn4ecTBEHHOE ONPE/Ie/IeHHEY)

3 Weight of package 101 g/10lr According to the requirements, Not less than
contents Macca 100 g / B cootsercrsnn ¢ tpeboanuamu. He
COeP’KHMOT0 YITIAKOBKH Menee 100 r _‘

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

Ilpumeyanne: ITpoayxT cooTBETCTBYET TpeboBaHUam HJL Jaxmovyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Managet/Executive /

TloarotoeneHo: Pravesh Rana ITporepeno: Pardeep Kumar Onobpero: Mernemxep / Pykosozurens
5 [‘ : ‘ Pavan Kumar Sharma :_Lf::;’

Reprint Date / Reprint Date / Reprint Date /

Mara: 29.08.2024 Hata: 29.08.2024 Jlara: 29.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4300 2900, Fox; +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANTU3A

Dr. Reddy's Laboratories Ltd.
Formulation lnit-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%,100 g

I poayicr: Haita®, rens fuis HapyskHoro npumerenus 1%, 100 r

Market / PuiHox : Russia / Poccust

Batch No. / . V240591 Batch Quantity / . 11814.0 units /
Cepus N ) Pa3mep cepuu ' 11814.0em1HHL,
Analytical Repo“rt No./ . 040002635093 Date of Analysis / . 29.08.2024
AHajinTHueckHil oTueT No JlaTa aHanu3a

Date of Manufacture / . 08/2024 Ifate of Expiry / . 07/2027

JlaTa mpousBoacTaa I"oaen ao

Mifg, License No. /
IlpoussoacTeerHast
Juuen3us No

: MNB/05/263

MA number: / Homep PY

+ JIM-Ne(001198)-(PT-RU)

Analysis performed according ND No / Auanns nposeaen no HJ No: JIIT-Ne(001198)-(PI-RU)-290323

4 [pH

5.4 ~ A4.6106.0/014,6106,0

5 Related substances /PoacTBeHHble IPHMECH

1) Impurity A / [Ipumecs A
2) Impurity B / [Ipumecs B
3) Impurity C/ IIpumece C

4) Impurity D / [Tpumecs D

5) Impurity E / IIpumecs E
6) Impurity F / [Ipumecs F

7) Highest Unknown
Impurity / Enunuanas
HEUJEHTHPALMPOBAHHA
A IpPHMeCh

8) Total impurities /

Cymma npumeceii

1) Not detected / He obHapyxeHa
2) Not detected / He 06HapyxeHa
3) Below LOQ (LOQ = 0.04 %) /
Hwxe nmpenena konu4eCTBEHHOTO
onpenenerus ([TKO = 0.04 %)

4) Not detected / He obnapyxena
5) Not detected / He o6HapyxeHa
6) Not detected / He oOHapyXeHa
7) Below BDL / Huxe nmopora
pETUCTpaLHK

8) Below BDL/ Huaxe nopora
perucTpalsm

[T) Not more than 0.2 % / He bonee 0,2 %

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

4) Not more than 0.2 % / ve 6onee 0,2 %
5) Not more than 0.2 % / ue 6om1ee 0,2 %

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTCcTBYET Tpeboranuam H

Conclusion : APPROVED /
Saxmouenune: OJJOBPEHO

Prepared by /
IToarotosieHo: Pravesh Rana

.}v
gLz

Checked by /
[TpoBepeno: Pardeep Kumar

4 ———

=

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykogopurens
Pavan Kumar Sharma

{ ==

e

Reprint Date /
Jlara: 29.08.2024

Reprint Date /
Hata: 29.08.2024

Reprint Date /
[ara: 29.08.2024

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

CIN: L85195AP1984PLCD04507
www.direddys.com




Dr. Reddy's Laboratories Ltd.
‘. @ Formulation Unit-6
! o , Vili. Khol, Nalagarh Road, Baddi,
Dr. Reddy S Ne Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHANTUSA

’Eoduct: Nise gel 1%, 100 g
(Ipoaycr: Haiiz”, rens juis napysxnoro npusenenns 1%, 100

Market / Poinox : Russia / Poccus

Batch No. / s Batch Quantity / . 11814.0 units /

Cepus Ne VeI Pazmep cepun © 11814.0enunny,
Analytical Repo“rt No./ . 040002635093 Date of Analysis / . 29.08.2024
AHaantrucckuil oTHeT No JlaTa aHann3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

Jlata npou3BoACTBa T'oaen 10

Mfg. License No. /

IpouzeoacTBCcHHAR + MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI -RU)
JHnensua Ne

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

6 Microbial contamination / Muxpo6Hosiorayeckasi 4ucrora*

Total aerobic microbial
count / OBbLee KONWYECTBO

KUIHECTOCOOHBIX NA
‘aapoﬁﬁmx
MUKPOOPraHH3MOB NA

Total combined
[yeasts/molds count /
|Ob11ee YMCNO TPOMHOKEBBIX
¥ TIecHeBbIX TpuboB

|
|
Not more than 10> CFU/g/

He 6onee 10* KOE/r

|

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

Pseudomonas aeruginosa NA Absentin 1 g/ OrcyrctBue B 1 1
Staphylococcus aureus NA {Absent in 1 g/ OtcyTcTBUE B 1 T
7 Assay / KoqnyecTBeHHOE 10.34 mg / 10.34 mr 0.0 to 11.0 mg of C;3H;2N20sS (nimesulide)
ompenesieHHe per 1 g of the product. /
Or 2,0 na 11,0 M CFlr NS (Hnmecymn)
i 1 r npenapara
8 Package / YmakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and

patient information leaflet (package insert) in a carton. /

[Mo 100 r B Ty6y W3 NAMUHHPOBAHHOIO ATIOMHUHHS, CHAOXEHHYIO MeMOpanoi 1is
koHTpoa nepBoro Bekpsitas. [1o 1 TyGe B nauky kapTOHHYIO ¢ HHCTPYKLMeEH 110
npuMeneniio (JIACTKOM-BKIAIbILLEM).

Remarks : The Product conforms to ND/
Ipumevanne: [Ipoaykr cootBeTcTBYeT Tpebosannsm HI

Conclusion : APPROVED /
Zaxmioyente: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarotopneHo: Pravesh Ir(ana IIpoBepeno: Pardeep Kumar Onobpeno: Menemiep / Py]cfglomnenb
" — Pavan Kumar Sharma A ovi—s
{ z =
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.08.2024 Hara: 29.08.2024 Jara: 29.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +31 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.com




Dr.Reddy’s @%¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

’lTn)duct: Nise gel 1%, 100 g
| Iponyscr: Haits®, rens juis Hapysaoro npumenesus 1%, 100

Market / Poinok : Russia / Poccus

Batch No. / ; Batch Quantity / . 11814.0 units /

Cepus Na 2 V240591 Paimep cepuu ' 11814.0egunmiy
Analytical Repo"rt No./ : 040002635093 Date of Analysis / . 29.08.2024
ARragnTuyeckHii oTyeT No HaTa ananuza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

Jara mpoH3soacTsa Toaen po

Mfg. License No. / ]

IIponiBoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)~(PI-RU)
JuneH3na Ne

Analysis performed according ND No / Ananni nposenes no |

41 Ne: JITI-Ne(001198)-(PT-RU)-290323

* 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. /

* [IpoBOAHTCS NPOHIBOIHTENEM TIDH BEIMYCKE MEPHOMMIECKH (C HHTEPBANOM B OJHO MCTibITaHUe Ha 20 cepuit unu ne mMeuee 1
pasa B rog). [Tokazarens Mojxer GBITb He BKIIOHEH B CepTHHUKAT ananusa GUPMBL

API pame (INN) / A®C (MHI):

Nimesulide / Humecymg

API manufacturer batch number /
Homep cepun npoussoautens APC:

NMS-1A-243009

FP Manufacturer API Batch number /
Homep cepan cyGeranuun nponzsogurens IJIM:

FERA00251

API Manufactured by & country /
IponzeoauTeas ADC, cTpana:

Mangalam Drugs and Organics Ltd., India /
Maturanam [pars sun Opranuxe Jita.,, Maaus

Name, address, authorization No for ~ FP
manufacturing site / Control site / Release site /
HaumeHoBaHnKe, afpec H HOMep JULEH3UH
MLANTIE/(KH, 0CYUIecTRASIeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263 /
MpansrancTREHANE MOPARNENEHHE-0, BUamik Kxons,
Hanarapx Poyxn, Bagnu, Conau Juctpukr, X.IT1. 173205, Mnaus
(JIuuensus Ne MNB/05/263)

Remarks : The Product conforms to ND/
Ipumeyanne: TTpogyKT COOTBETCTBYET TpeGOBAHHAM HII

Conclusion : APPROVED /
Bakaouenue: OJJOBPEHO

Prepared by / Checked by /
Tlogrororieno: Pravesh Rana

Ve

ITpoBepeno: Pardeep

Approved by: Manager/Executive /
Onobpeno: Meremkep / PygosoanTesns
Pavan Kumar Sharma {

Kumar
L ——

[ -

Reprint Date /
Hara: 29.08.2024

Reprint Date /
Jlara: 29.08.2024

Reprint Date /
Jara: 29.08.2024

Registered Office: 8-2-337, Road Na. 3, Barijara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507

WAWW,

drreddys.com




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

Do
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Dr. Reddy s Q .. V{II. Khol, Nalagarh' Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www,drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A
Product: Nise gel 1%, 100 g ==
Hpoayicr: Haiiz®, rens mis HapyxHoro npumenenns 1%, 100
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 11814.0 units/
Cepus Ne R Pasmep cepun © 11814.0envHULL
Analytical Repo:’t No./ . 040002635093 Date of Analysis / . 29.08.2024
AHaJnTHYecKHit oTdeT Ne Jara anannia i
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027
JaTta upoussoncrTea Tounen no _
Mfg. License No. /
IIpon3BoacTBEeHHAS : MNB/05/263 MA number: / Homep PY JITT-Ne(001198)-(PI™-RU)
Jnuensus Ne

Analysis performed according ND No / Anains nposeact no HJI Ne: JIXI-Ne(001198)-(PT-RU)-290323

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».

3aKJl04eHHe O COOTBETCTBHH: «HacTosMM A MOATBEPX A0, YTO NMPUBEAEHHAA BEHIIIE MHPOPMALUA SABIACTCS
JIOCTOBEPHOH M TOWHOW. OTa cepus MPOJYKLUMM NpOH3BefeHa (BKMOuas yNakoBKy (MapKHpOBKY) H KOHTpPOJb
KayecTBa) HA BhIIIEYKA3aHHOW I[IPOM3BOJACTBCHHOW IUIomafke (MIOMAKaX) B [OJTHOM COOTBETCTBHH C
tpeboeanusaMyu TIpaBun HajnexaumieH IIPOM3BOICTBEHHON 1IPaKTHKK EBpasuifcKoro sKoHoMHMYeckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabpa 2022) n TpeboBaHUAMH KOHTPOJIA Ka4eCTBa JICKApCTBEHHBIX CPeACTB,
0 TOIOKO D OQOTDOTOTDIH €O CTSUHPHKAIMAMN, CONCPNAMMUMICT B PETMCTRALMOHHOM [NCKE ATPAHKI-UMITONTENA.
3amucH 10 MPOM3BOACTRY, YIIAKOBKE W aHATU3Y MPOBEPEHB], H YCTAHOBAEHO HX COOTBETCTBHE TpeGoBaHnaM Tlpasun
HaJuiexalel NporM3BoACTBEHHOM NpakTHKY EBpa3suiickoro 3KOHOMMYECKOTO COH3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpnamevanne: TIponykt cooTBeTcTBYET TpeboBanusM HT Zaxarouenne: QJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoeneno: Pravesh Rana ITpoeepeno: Pardeep Kumar Onobpeno: Menewxep / PykgpoanTeib

L Qﬁ Pavan Kumar Sharma (E[;_/'
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.08.2024 JHata: 29.08.2024 Hara: 29.08.2024

Registered Cffice: 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: L85195AP1584PLCO04507
www.drreddys.com




