® Dr. Reddy's Laboratories {.td
4 Formulation Unit-6
( A Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy s ‘.. Distt. Solan, H.P., 172 205, INDIA

Tel : +91 88166 56001-62

www. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTU3A

Product : Nise gel 1%, 50 g
Ipoayxr: Haii3®, rens ans HapyxHoro npumenenus 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240159 Batch Quantity / . 23,196 units /

Cepus Ne ) Pa3mep cepun ' 23,196 enMHUAL
Analytical Repovrt No./ . 040002466176 Date of Analysis / . 29.03.2024
AHAaIUTHYECKHI oTUeT No Jlara ananuza

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

Jara npon3soacTsa TI'ogen go

Mfg. License No. / .

IIponasoncTrennas : MNB/05/263 ryA number: /Homep . 51 \0(001198)-(PT-RU)
JuneH3nsa Ne

Analysis performed according ND No / Anaaus nposexen no HJI Ne: JIII-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JIII-Ne(001198)-(PT-RU) ot 29.03.2023

* 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./

* [IpoBOAMTCS NPOM3BOJUTEIIEM [IPH BBIITYCKE NEPHONUUECKH (C MHTEPBANOM B OHO MCMbITaHKE Ha 20 CepHi UM HE MeHee
1 pasa B rox). Ilokasarens MOXeT GBITh HE BKIIOYEH B cepTU(HKAT aHaNn3a GUPMBL.

API name (INN) / A®GC (MHH): Nimesulide / Humecynua
API manufacturer batch number / NMS/13090881
Homep cepun npoussoputesa ADC:
FP Manufacturer API Batch number / FERA00082
Howmep cepun cy6crannuu npouspoguress I'JID:
API Manufactured by & country / Aurti Drugs Lid., India /
IlponsBoaurenb ADC, crpana: Aaptu Hparc JItn., Uagus
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 / ITpousBoACTBEHHOE TToApa3neneHue-6, Bumnamx Kxoins,
HaumeHOBaHHE, aApec U HOMep JIHIeH3HH Hanarapx Poyn, Bannu, Conan J{uctpukr, X.I1. 173205, Muaus
IJIOIIAAKH, OCYIIeCTRJIsIIom el (JTuuensus Ne MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [1poayKT cooTBeTCTBYET TpeboBaHusM H]I 3axmoyenne: OJOBPEHO
Prepared by / [loarotosmneHo: Checked by / Approved by: Managgt/Executive /
Nitin Sharma 3 [IpoBepeHo: Sant umar Onobpeno: Menemkgp / Pwnmenb:
TA/ Maurya X Abhishek chauhan
Reprint Date / Reprint Date / Reprint Date / ~ !
Hara: 29.03.2024 Hata: 29.03.2024 Hara: 29.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
fal: +91 40 4900 7900, Fax: <91 40 4900 2999, Email: mail@ drreddys.com
CIN: LE5155AP1984PLCO0A507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A
Product : Nise gel 1%, 50 g
Ipoaykr: Haiiz®, rens Ui HapysHoro npuMeHends 1%, 50 r
Market / PoiHOK : Russia/ Poccus
Batch No. / . V240159 Batch Quantity / . 23,196 units /
Cepust Ne ’ Pazmep cepun " 23,196 eiHHHLL
Analytical Repo“rt No./ . 040002466176 Date of Analysis / . 20.03.2024
AHajnuTuyecknif oryer No Hdara anaausa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027
JaTa mpon3BoacTBa I'ogen 1o
Mfg. License No. / .
MpoussocTaennas : MNB/05/263 11‘)’;‘;" number: /HoMep . 1y 3 (001198)-(PI-RU)
JuneHsus Ne
Analysis performed according ND No / Ananu3s nposeaen no HJI Ne: JITI-Ne(001198)-(PT'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT-RU) ot 29.03.2023

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».

3akiil0uyeHne 0 COOTBETCTBHM: «HacToAIMM s MOATBEPKJA), YTO MPHBEJEHHAA BbiNE HHGOpMALKs
ABJISIETCS JOCTOBEPHON M TOUHOM. DTa cepus MPOAYKIMHU NPoU3BeeHa (BKIOYas yNaKkoBKy (MapKUPOBKY) H
KOHTpOJIb Ka4eCTBA) Ha BBIIIEYKa3aHHOM [IPONU3BOACTBEHHOM nuomake (MIoaakax) B [0JHOM COOTBETCTBUH
c TpeGopanusamu [IpaBun HaJJiexaluel NpoU3BOICTBEHHOH NPakTHKY EBpasuiickoro 3kOHOMHYECKOro COK3a
(Ne GMP/EAEU/RU/00554-2022 ot 02 cenTs6ps 2022) n TpebOBaHUIMY KOHTPOJIsl Ka4eCTBa JI€KapCTBEHHBIX
CPE/ICTB, & TAKXKE B COOTBETCTBHHU €O CNELMPHUKALUAMH, COAEPHKKAIIMMHKCS B PETUCTPALIMOHHOM H0ChE CTPAHBI-
MMIIOpTepa. 3alycy Mo MPOU3BOICTBY, YAKOBKE M aHAIM3y MPOBEPEHEBI, U YCTAHOBIECHO MX COOTBETCTBME
TpeGopanusM [IpaBui HaguIexallel MPOM3BOACTBEHHON NPAKTHKH EBpasnuiickoro 5KOHOMHYECKOIO COK3ay.

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

IIpumeyanne: [IpoaykT cooTBeTcTBYET TpeOosaHusaM HJI 3akmarouenne: OJJOBPEHO

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

Nitin Sharma \ IIpoeepeHo: Sant&sllijmar Onobpeno: Menemiep) PyKoBQUUTEIB!
‘ﬁ/ Maurya Abhishek chauhan

Reprint Date / Reprint Date / Reprint Date / !

Hara: 29.03.2024 Hara: 29.03.2024 Jata: 29.03.2024

Ruevistered Office: 8-2-337, Road No, 3, Banjara Hilis. Hyderabad - 500034, Telangana, India
Tal- 407 40 4500 2200, Fax: 421 40 4900 2299, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0A507
www.direddys.com




O, Reddy's Labaratories Lic

‘. @ Formulation Unit-6
Dr. Reddy,s ... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P, 173 205, INDIA
\rwé) rede
CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTUSA
Product : Nise gel 1%, 50 g
M poayxr: Haiiz®, renb juta HapyxHoro npumeHenus 1%, 50 r
Market / PoiHok : Russia / Poccus
Batch No. / . V240159 Batch Quantity / . 23,196 units /
Cepus Ne ) Paszmep cepun " 23,196 enuHUL
Analytical Repourt No./ . 040002466176 Date of Analysis / . 20.03.2024
AHanuTHYecKHii oTyeT No JaTa ananusa
Date of Manufacture / . 03/2024 Date of Expiry / 02/2027
JlaTa npon3BoacTBa T'ogeH po
Mfg. License No. / .
MpoussoncTaenuas : MNB/05/263 Il‘fsf‘ number: /Homep . 1y n,(001198)-(PI-RU)
JHueH3nsa No
Analysis performed according ND No / Auanus nposegen no HJI Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PI'-RU) ot 29.03.2023
Ne | Test/ IloxasaTesn Result / PesyabTaTnl Specification / Hopma
1 Appearance / Onucanune |Clear homogenous light yellow gel, free (Clear homogenous
from particulate matter / Onsopozusiii  [yellow  to  yellow  gel, free
MpO3payHblil renb CBETIIO-KENTOrO particulate matter / OnHOpPOAHBIA NPO3p
1[BeTa, CBOOOHBIN OT MOCTOPOHHUX rejb OT CBETJO-KENTOro A0 JXEJITOro
4acTHLL. CBOOOIHBINM OT NOCTOPOHHUX YaCTHULL.
2 Identification by HPLC/ | Complies as prescribed / The retention time of the main peak in the
Unentuduxanus (BIXKX) CoorBercTByeT TpeOOBaHUAM chromatogram of test solution should

correspond to the retention time of the
main peak in the chromatogram of]
nimesulide reference standard solution
(section Assay). / Bpemsi ynepxuBaHHs
OCHOBHOIO [MKa Ha XpOMaTorpamMme
HCIBITYEMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATH BPEMEHU yJEpKUBaHUA
OCHOBHOTO THMKa Ha XpomaTorpamme
pacTBOpa CTaHIapTHOTO obpasiia
HuMecyauaa (pasznen «Konu4ecTBEHHOE

lonpeeneHue)

3 Weight of package Slg/5lr According to the requirements. Not less
contents Macca than 50 g / B CcOOTBETCTBUM C
COIEePKUMOro YIIaKOBKH TpeboBanusiMd. He menee 50 T

d pH 5.7 1.6 10 6.0 / OT 4,6 10 6,0

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

ITpumeuanmue: [Iponykr cooTBeTcTBYET TpeboBanusm HJT Sakmouyenne: OJJOBPEHO

Prepared by / IloarotoBneno: Checked by / Approved by: Manager/Hxecutive /

Nitin Sharma Y ITpoBepeno: Santosh Kumar Omnobpeno: Menemxep /fPyxoBogutens:

T// Maurya ’2;5/' Abhishek chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.03.2024 Jlara: 29.03.2024 Hara: 29.03.2024

Rogistered Qffice: 8-2-337, Road N Banjara Hills, Hydarabad - 500034, Telangana, lndia
Tol <01 40 4900 2800, | 0 4900 2699, Email: mail@drreddys.com
i 1PLOOAS07
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Dr.Reddy’s ‘;‘

Oy, Reddy's L.aboratories Lid

Formulation Unit-€
vill. ithol, Malagarh Road, Baddi,

wiww. drreddys.com
CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3SA
Product : Nise gel 1%, 50 g
Ipoaykr: Haitz®, renb ans HapyHoro npumerenus 1%, 50 r
Market / Poinok : Russia / Poccust
Batch No. / . V240159 Batch Quantity / . 23,196 units /
Cepus Ne i Pa3smep cepuu " 23,196 enWHULL
Analytical Report No./ Date of Analysis /

: 040002466176

AHanuTH4ecKuii oTyeT Ne JlaTta anaausa

: 29.03.2024

Date of Manufacture /

Date of Expiry /

PY
auueH3nsa Ne

: 03/2024 ;022027
JlaTa npoM3BOACTBA TCoaen 10
Mfg. License No. / .
TpoussoacTBeHHas : MNB/05/263 MA number: /Homep . 117 no(001198)-(PI-RU)

JITI-Ne(001198)-(PI'-RU) ot 29.03.2023

Analysis performed according ND No / Anasnus nposeaen no HJl Ne: JIII-Ne(001198)-(PT'-RU) dt. 29.03.2023 /

5 Related substances /PoacTBeHHbIE IPUMeCH

1) Impurity A / Ilpumecs A | Not detected / He oOHapyxeHa

0.06%

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.06 %) /
Huxe npenena
KOJIMYECTBEHHOTO
onpenenernus (IIKO = 0.06 %)
Not detected / He o6HapyxeHa

2) Impurity B / [Ipumecs B
3) Impurity C / ITpumecs C

4) Impurity D / [Ipumecs D

5) Impurity E / [Ipumecs E

6) Impurity F / Tlpumecs F | Not detected / He oOHapy>xeHa

7) Highest Unknown

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

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

4) Not more than 0.2 % / He 6o11ee 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 %

I . Below BDL / Huwxe nopora
mpurity / EquHU4HAs
perucrpauuu
HeyaeHTU QUL pOBaHHAS
MPUMECH
8) Total impurities / 0.1% ) Not more than 1.5 % / He 6onee 1,5 %
CyMMa npuMecei e
6 Microbial contamination / Mukpo6uosornueckas 4YHcTOT2*

Remarks : The Product conforms to ND/
ITpumeuanue: [1pogyKT cooTBeTCTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenne: OJOBHEHO

Prepared by / IloarorosiieHo: Checked by / Approved by: Managef/Executive /

Nitin Sharma <(y TIposepeHo: Santosh Kumar Onobpeno: Menemkep / Pyxosonyrens:
Maurya ﬁ Abhishek chauhan

Reprint Date / Reprint Date / Reprint Date / —

Hara: 29.03.2024 Jata: 29.03.2024 Hara: 29.03.2024

Registerad Office: §-2-

337, Poad Mo, 3, Banjaia Hills, Hyderabad - 500024, Telangana, indin

Tol: 01 40 2200 2000, Fas: +61 40 4800 24999, Email: mail@direddys.com

CIN: LEB1G5APIGEAP LT

vy drreddys.com




Dy, Reddy's Laboratories Lid,
... Formulation Unit-5
@ vill. khol, Malagarh Road, Baddi,
Distt, Solan, H.P., 172 205, INDIA

Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel 1%, 50 g
M poayxT: Haiiz®, reb mis HapyxHoro ripumenenns 1%, 50 r
Market / PoiHok : Russia / Poccust
Batch No. / . V240159 Batch Quantity / . 23,196 units /
Cepusn Ne Pasmep cepun 23,196 eqUHALL
Analytical Repovrt No./ . 040002466176 Date of Analysis / . 20.03.2024
AHanuTHYecKuil oTueT Ne Hdara anaausa
Date of Manufacture / . 03/2024 Date of Expiry / 02/2027
JlaTa npou3BoACTBA Togen no
Mfg. License No. / .
[[pou3BoACTBEHHAS : MNB/05/263 ll‘f; number: /Homep . 57 3 001198)-(PI-RU)
aunensus Ne
Analysis performed according ND No / Anamus nposeaed no HJI Ne: JITT-Ne(001198)~(PI'-RU) dt. 29.03.2023 /
JITI-N2(001198)-(PI'-RU) ot 29.03.2023

Total aerobic microbial
count / Ob11ee KOMMUYECTBO

HKH3HECIIOCODHBIX NA Not more than 10° CFU/g /
A5POBHBIX He 6Gonee 10° KOE/r
MHKPOOPraHU3MOB

Total combined NA Not more than 10' CFU/g /
yeasts/molds count / He Gonee 10" KOE/r

Ob1iee YKCIO APONKIKEBBIX
| [IECHEBBIX TPUOOB

Pseudomonas aeruginosa NA Absent in 1 g/ Oreyrersue B 1 1
Staphylococcus aureus NA Absent in 1 g/ OrcyterBie 81

i Assay / KonuuecTBeHHOE 0.0 to 11.0 mg of C3H12N2Os8
ornpenesieHHe 10.20 mg / 10.20 mr (nimesulide) per 1 g of the product. /

Ot 9,0 1o 11,0 mr C13H1:N2O5S
(numecynun) B 1 r mpenapara

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 TY6y U3 TaMHHHPOBAHHOTO AJTFOMHHHS, CHAOKEHHYIO MEMOPaHOH A1
KOHTPOJs epBoro BekphiTys. [10 1 TyGe B MauKy KapTOHHYIO C HHCTPYKLHEH 10
MPUMEHEHUIO (JIICTKOM-BKJIa/IBIILIEM).

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

TIpumeuanue: [IpogykT cooTBeTCTBYET TpeboBaHusaM HJ 3akaouenne: OJJOGPEHO

Prepared by / [loagrotosneHo: Checked by / Approved by: Managey/Executive /

Nitin Sharma (_5_)‘/ [Iposepeno: Santosh Kumar Onobpeno: Menemejy / P’yw-ﬂenm
Maurya (3 _— Abhishek chauhan

Reprint Date / Reprint Date / Reprint Date / !

Jlara: 29.03.2024 Jara: 29.03.2024 Jara: 29.03.2024

Rogictered Oifice: 3-2-337, Road No. 2, Banjara Hhlis, Huderabad - 500024, Tzlangana, India

Tk #0714 ail: mail@drreddys.com




