Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Nise gel 1%,20 g

Ipoaywt: Haiis®, rens mist HapyxHOro npiuMeHenus 1%, 20 r

JuneH3sus Ne

Market / PoiHok : Russia / Poccus

Batch No. / . V240781 Batch Quantity / . 58537.00 units /

Cepus Ne ) Pasmep cepuu * 58537.00eanHuiy

Analytical Repourt No./ . 040002734959 Date of Analysis / . 25.11.2024

Aunasnruyeckuii oryet Ne JlaTa ananu3za - |
Date of Manufacture / . 11/2024 Date of Expiry / 10/2027

JaTta npou3BoACTBa ~ |I'open po ]
Mfg. License No. /

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

Analysis performed according ND No / Auanus nposenen o HJ{ Ne: JITI-Ne(001198)-(PI'-RU)-290323

Ne | Test/ Iloka3aresb | Result / PesyjbTaTthl

| Specification / Hopma

1 Appearance / Onucanue |Clear homogenous yellow gel, free from

particulate matter / OTHOpOAHBIH
MPO3pavHbIi reb XKENTOro LBETA,
CBOOOMHBIH OT TIOCTOPOHHUX YaCTHII.

Clear homogenous light
vellow to  yellow gel, free from
particulate matter / OJHOPOAHBIM MPO3PAUHBIH
Fellb OT CBETJIO-KENTOro OO0 JKENTOro LBETa,
CBODOAHLIH OT HOCTOPOHHHMX YaCTHL,.

b |

HNaearudpuxanus (BIXKX)

Identification by HPLC / J 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). /
Bpemst yZep>XWBaHHs OCHOBHOI'O [MHKAa Ha
XpomaTtorpaMMe  HCIBITYEMOro  pacTBopa

JIOJIKHO COOTBETCTBOBATb BpEMEHH
VAEPIKIUBAHHS OCHOBHOT'O nuKa Ha
XpPOMATOrpaMMeé  PacTBopa  CTaHJApPTHOrO
obpasua HUMecynuaa (paznen

«KonuyecrseHHOE ONPEAEEHUE»)

3 Weight of package 20g/20r According to the requirements. Not less than
contents Macca 20 g / B cootBetctBHM ¢ TpebopaHusmMu. He |
CONEPKMMOrQ YIAaKOBKH meHee 20 T J

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: [IponykT coorBeTcTBYET TpeboBanusm HJI 3akauenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosneno: Noor Mohammad | IIposepeno: Santosh Kumar Ono6peno: Menexep / PykoBonurens
/ Maurya Amit Kumar A L

Z B Pt
Reprint Date / Reprint Date / Reprint Date / "
Jara: 25.11.2024 Hara: 25.11.2024 Jata: 25.11.2024

Registerad Offica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50C024, Telangana, India
Tel: +91 40 4500 2300, Fax: +91 40 4900 2299, Email: mail@diraddys.com

CIN: L351S5AP1584PLCO04AE0T
waawvarreddys com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A

Dr. Reddy's Lavoratories Lid
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Barldi,
Disti. Solan, H.P, 173 205, {NDIA
Tel 1 +91 93166 56001-02
wwdireddys.com

Foduct : Nise gel 1%,20 g

MNponykr: Haiis®, rens ans Hapyxxoro npumesrenus 1%, 20 r

Market / PoiHOK : Russia / Poccus

Batch No./ . V240781 Batch Quantity / . 58537.00 units /

Cepus Ne i Pa3mep cepun * 58537.00eamuun
Analytical Repovrt No./ . 040002734959 Date of Analysis / . 25.11.2024

| AHajauTHyecKHii oTueT Ne Jara anaausa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

| laTa npon3BoAcTBa T'ogen no

Mfg. License No. /

IlpoussoacTeenHasn : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
auueH3ua Ne

Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JITI-Ne(001198)-(PI"-RU)-290323

_“)T

5.0

4.6 t0 6.0 /Ot 4,6 10 6,0 R

’ Related substances /PoacTBeHHbIe IpUMECH

1) Impurity A / Ilpumecs A
2) Impurity B / Ilpumecs B

3) Impurity C/ Ilpumecs C

4) Impurity D / IIpumecs D |.09%

5) Impurity E / Ilpumecs E

6) Impurity F / I[Ipumecs F

7) Highest Unknown
Impurity / Eqnruiaag
HenJIeHTH UM POBaHHA
st IPUMECH

8) Total impurities / 0.1%

Cymma npumMeceit

Not detected / He obHapyxeHa

Below LOD (LOD = 0.01 %) / Huxe
npenena odbuapyxenus (I10 = 0.01 %)

Not detected / He 0OHapyxeHa

Not detected / He 06Hapy»keHa

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.1 %) / Huxe
[PCACIIO KOMHICCTDCINION0 ONPCACICIIS
(TIKO =0.1%)

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

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

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

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ilpnmeuanue: [Ipoaykr coorBeTcTBYeT TpeOoBaHusm HJI

3axmouenne: OJIOBPEHO

Jlara: 25.11.2024

Jara: 25.11.2024

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

[Toarorosnexo: Noor Mohammad | IIpoBepero: Santosh Kymar Onobpeno: Menemkep / PykoBoauTtens
74 Maurya ;K Amit Kumar e

Reprint Date / Reprint Date / Reprint Date / '

Hara: 25.11.2024

Registerad Dffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel. +21 50 4500 2900, Fax: =51 40 4300 2999, Emiail: mail@di reddys.com
CIN: L85195AP1884PLCO0AS07

wyw drieddys.com




Dr.Reddy’s €¢

Dr. Reddy's Laboratories 1,
Formulaticn Unit-6

Viil. Khel, Malagarh Road, Bad dj,
Distt. Solan, H.P,, 173 205, IND|A
Tel: +91 98166 56C01-02

wwi direddys com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A
Product ; Nise gel 1%, 20 g
| Dpoayxr: Haitz*, rests ans napyxsoro npumenctus 1%, 20 r
Market / Poinox : Russia / Poccus
Batch No. / . V240781 Batch Quantity / . 58537.00 units /
Cepus Ne ' Pasmep cepun " 58537.00eannnn
Analytical Repourt No./ . 040002734959 Date of Analysis / . 25.11.2024
AHannTHyecKMit oTueT No Jlara ananu3za
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
JlaTta npousBoacTea Toaen go
Mfg. License No. /
IIpousBoacTeeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT"-RU)
AuueH3un Ne
Analysis performed according ND No / Auanus nposenen no HJI Ne: JITI-Ne(001198)-(PT'-RU)-290323

6 Microbial contamination / Mukpo6uosioradeckasi 4McToTa™
Total aerobic microbial '
count / Ob1iee KOJTHUECTBO
KH3HECTIOCOOHBIX Less than 10 CFU/g/ Not more than 10> CFU/g /
adpOOHBIX Meuee 10 KOE/r He 6onee 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 6onee 10' KOE/r
O0111ee YUCIIO JPOAOKEBBIX
¥ IIECHEBBIX IprbOB
Pseudomonas aeruginosa  |Absentin 1 g/ OTcyTcTBYyeTB 1 T Absentin 1 g/ OtcyTctBUe B 1 T
. Staphylococcus aureus Absent in 1 g/ Otcyrersyer B L T Absentin 1 g/ Orcyterene B1r |
7  |Assay / KonnuecrBennoe | 10.13mg/10.13 mMr 9.0 to 11.0 mg of C;:H2N>05S (nimesulide) |
onpeJesieHHe per 1 g of the product. / |
O7 9,0 1o 11,0 mr C13HaN20:8 (Humecynna)
B 1 ropenapaTa 1
8 Package / YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /
ITo 20 r B Ty6y U3 TaMUHHPOBAHHOTO ATIOMHHMS, CHabXKEHHYI0 MeMOpaHoi A
KOHTpOJIS IIepBOro BCkpbITHs. 1o 1 TyGe B ayKy KapTOHHYIO ¢ MHCTPYKIHMEH 110
MPUMEHEHHIO (JTNCTKOM-BKJIAJBIIIEM).

Remarks : The Product conforms

IIpumeyanne: ITpoaykT cooTseTCTBYeT TpeboBanusam HJI

to ND/

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
[Moxarorosneno: Noor Mohamynad

"

= __

Checked by /
IIpoBepero: Santosh Kumar

Maurya @

Approved by: Manager/Executive /
Onobpeno: Menepkep / PykoBoauresib

Amit Kumar o
[

Reprint Date /
Jara: 25.11.2024

Reprint Date /

Hata: 25.11.2024

Roprint Date / '
Hata: 25.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, Inadia

Tel: +81 40 4500 2200, Fax:

1401800 2829, Eniail: mait@drreddys.com
SAPL284PLCON4E0Y



Dr.Reddy’s Q':'.

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHATTU3A

Product : Nise gel 1%, 20 g
| Hpoayscr: Haii3®, renp ana Hapyxnoro npumerenus 1%, 20 r
Market / Peinok : Russia/ Poccus
Batch No./ . V240781 Batch Quantity / . 58537.00 units /
Cepus Ne i Pasmep cepiin " 58537.00emunun
Analytical Repourt No./ . 040002734959 Date of Analysis / . 25.11.2024
Ananurnyecknii oryer Ne Jlata ananusa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
JlaTta npou3BOACTBa Togen no ]
Mfg. License No. /
IpousBoacTseHHAsS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JuneH3us Ne B
Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JINI-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./

* [JpOBOIMTCS POM3BOJMUTENEM IIPHU BbIMyCKE NEPUOAMYECKH (C HHTEPBATOM B OJIHO HCrbITaHue Ha 20 cepuii Ui He MeHee 1
pasa B ron). [Tokazarens MOXeT GbITE He BKIIIOUEH B cepTHdUKAT aHanu3a GUpMEL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu npoussogutenasa ADC:

NMS-1E-243003

FP Manufacturer API Batch number /
Howmep cepuu cyocraniuu npoussoantess I'JIdD:

FERA00346

API Manufactured by & country /
IpousBoputens ADC, cTpana:

Mangalam Drugs and Organics Ltd., India /
Manranam Jpars auja Opranukc Jita., Maaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBaHHue, aJpec H HOMep JULEeH3HH
IJIOANKH, OCYLIeCTBAsIOI el

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[TpousBoACTBEHHOE HOApa3neneHue-6, Bunnamk Kxons,
Hanarapx Poyn, Banmu, Conan Juctpukr, X.I1. 173205, Uuaus
(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 site(s) in

Remarks : The Product conforms to ND/
Ilpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

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

Ilogrororneno: Noor %gqmmad ITposepeno: Santosh Kumar Onobpeno: Mernenxep / PykoBogurenb
“ Maurya ( Amit Kumar /X( g =

Keprint Date / Reprint Dute / Reprint Date/ '

Jata: 25.11.2024 Jata: 25.11.2024 Jata: 25.11.2024

Registerad Office: 8-2-337, Road No. 3, B

anjara Hills, Hyderabad - 500024, Telangana, India

Tel: +91 40 4500 2200, fax: +91 40 43069 2999, Email: mail@drieddys.com

5is

CIN: L8
WWAY

5AP1384PLCI04507
.drrecdys.com



° Dr. Redady's Laboratories 1td.

? Formulation Unit-&

Dr. Reddy’s ‘.. Viil. Khol, Nalagarh Road, Bacidi.

. Distt. Solan, H.P., 173 205, INDI|A
Tel : +91 98166 56001-02
www.drreddys.corm
CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHATTU3A

Product : Nise gel 1%,20 g
| Ipoaykr: Haiz®, reak ans HapyxHoro npumeHenus 1%, 20 r

Market / PeiHok : Russia / Poccus

Batch No. / . V240781 Batch Quantity / . 58537.00 units /

Cepusa Ne ) Pa3mep cepun " 58537.00eaunuu
Analytical Repovrt No./ . 040002734959 Date of Analysis / . 25.11.2024
AHajuTuueckuil oryet Ne Jara ananunza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

Jlara npon3BoACTBa I'ogen mo

Mfg. License No. /

IIpounsBoacTBEeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
JIHIeH3Hs Ne

Analysis performed according ND No / Ananus nposeges no HJI 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».

Bak/ioueHHe 0 cooTBeTcTBUH: «HacTosAlUM s MOATBEPXk/at0, YTO NpPUBEACHHAs Bbllle MHGOpPMALMA ABJAETCA
JOCTOBEPHOH M TOYHOM. DTa cepust MPOAYKUMM MpoM3BeeHa (BKNIOYAs YNMAKOBKY (MapKMPOBKY) M KOHTpPOJIb
KA4ecTBAa) Ha BbIIIEYKa3aHHOM MPOM3BOACTBEHHOM muomaike (TUIOIAAKax) B MOJHOM COOTBETCTBHH C
Tpe6oBanusamMu [IpaBun Haanexauleil NMpOU3BOACTBEHHOM mpakTUKK EBpasuiickoro skoHOMUYeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabpsa 2022) u TpeGOBaHUAMU KOHTPOJIA KAUECTBA JIEKAPCTBEHHBIX CPEACTB,
a TaK)Xe B COOTBETCTBHMH CO ClieHM(PUKALMAMY, COAEPKAIUUMHUCA B PETUCTPALMOHHOM JOCHE CTPaHbI-UMIIOPTEPA.
3anKcH 110 MPOM3BOACTBY, YNAKOBKE M aHAJIM3Y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHuIM [1paBui
HaUIeKaIlel MPOU3BOACTBEHHOH NpakTHKU EBpa3sniickoro 3kOHOMUUYECKOrO CO03ay.

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

Ipumeyanue: [IpoaykxT cooTBeTcTBYET TpeboBaHmsam H] 3akiouenue: OJJOBPEHO

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

ITogrorosneno: Noor Mohammad | Ilposepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoaureb
7 Maurya Amit Kumar S

Reprint Date / Reprint Date / Reprint Date / V

Hara: 25.11.2024 Hata: 25.11.2024 JHara: 25.11.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +81 40 4500 2300, Fax: <51 40 4900 2999, Email: mail@drreddys.com
CIN: L8E195AP15S4PLCO04507
www.drreddys.com



