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

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A

Product : Nise gel 1%, 20 g

Hpoaykr: Haiis¥, rens ans HapykHOTo MpuMeHeHus 1%, 20 r

Market / PoiHok

: Russia / Poccus

Batch No./ . V240562 Batch Quantity / . 58146.00 units /

Cepus Ne i Pazmep cepun " 58146.00equnnn

Analytical Rep0ft No./ . 040002619593 Date of Analysis / . 10.08.2024

AnanuTmyeckuii oryer Ne Jara anaausa ]
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JaTta npousBoacrea T'open no

Mfg. License No. /

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

Juuenzusi Ne

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

2 Identification by HPLC /
NUnentudpukanus (BIXKX)

_'_.N‘g _Teit / Tloxa3aTesb Result / PesyibTaTs! | Specification / Hopma - |
il Appearance / Onucanne (Clear homogenous yellow gel, free from  Clear homogenous light
particulate matter / OJHOpOIHBIH yellow to yellow gel, free from

MPO3payHbIi reib XKENTOro LBeTa,
cBOOOIHBII OT OCTOPOHHUX YaCTHUL.

Tpe6OBaHUAM

Complies as prescribed / CooTBeTCTBYET 'The retention time of the main peak in the|

particulate matter / OXHOPOAHBIN NPO3payHBIH
reib OT CBETJIO-KENITOrO JO YKEJTOro IBeTa,
CBOGOMIHBII OT MOCTOPOHHHX YaCTHL.

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 yaep>XHBaHHS OCHOBHOI'O IIMKa Ha
XpoMaTorpamMme  HCIBITYEMOTO  pacTBOpa
JIOJIXKHO COOTBETCTBOBATH BpPEMEHH
yIepXKUBaHU OCHOBHOTO nuka Ha
XpoMaTorpamMMme  pacTBOpa  CTaHJapTHOTO
obpasua HUMECYNUAA (pa3znen
«KonuuecTBeHHOE ONpe/IEICHHE)

3 Weight of package
contents Macca

20g/20r

COACPKUMOr0 YIAKOBKH !

According to the requirements. Not less than |
20 g / B cootBeTcTBUH ¢ TpeboBaHusamH. He
meHee 20 T

Remarks : The Product conforms to ND/
Ipumeyanne: [IponykT cootBeTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
Zaxawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToproroeneHo: Ramakant IIposepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoanTenb
fij ! AL Maurya Manoj Kumar MM,
‘?/ = Ir ;
Reprint Date / o= Reprint Date / Reprint Date /
Hara: 19.08.2024 Jara: 19.08.2024 Jara: 19.08.2024

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

CIN: L85195AP1584PLCO04507
www.drreddys.com



Dr. Reddy’s Laboratories |td.
Formulaticn Unit-6

@e
Dr. Red dy,s ‘:.. Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJTUSA

Product : Nise gel 1%,20 g
Ipogykr: Haiiz®, rensb ays HapyxHoro npuMeHenus 1%, 20 r

Market / Poinox : Russia / Poccus

Batch No./ . V240562 Batch Quantity / . 58146.00 units /

Cepus Ne ) Pasmep cepun " 58146.00eanann
Analytical Repo:‘t No./ . 040002619593 Date of Analysis / . 19.08.2024
AHanuTHYecKHii oTueT Ne - Jara ananusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

Jara npoussojcTea T'open xo

Mfg. License No. /

IIpousBocTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JHueH3nsi Ne

Analysis performed according ND No / Anasus npoeened no HI Ne: JIII-Ne(001198)-(PI'-RU)-290323

4 [pH 5.5 4.6106.0/0T46 10 6,0

5 Related substances /PoacTBeHnbie IpuMecu

1) Impurity A / IIpumecs A [Below LOD (LOD = 0.02 %) / Huxe 1) Not more than 0.2 % / ve 6onee 0,2 %
npenena obuapyxenus (I10 = 02 %)

2) Impurity B / IIpumecs B Below BDL (BDL= 4149) / Huxe nopora 2) Not more than 0.2 % / He 6onee 0,2 %
peructpanuu (11P=4149)

3) Impurity C / ITpumecs C [Not detected / He obHapyxeHa 3) Not more than 0.2 % / He 6onee 0,2 %
4) Impurity D / TIpumecs D [Not detected / He oGHapyxeHa 4) Not more than 0.2 % / He 6onee 0,2 %
5) Impurity E / IIpumecs E [Not detected / He obHapyxeHa 5) Not more than 0.2 % / He Gonee 0,2 %
6) Impurity F / [Ipumecs F [Not detected / He o6Hapy>xeHa 6) Not more than 0.2 % / ne 6onee 0,2 %
7) Highest Unknown Below BDL (BDL= 4149) / Huxe nopora |7) Not more than 0.2 % / ne 6onee 0,2 %

Impurity / Enuanunas  peructpaunuu (I11P=4149)

HeueHTHPULHPOBAHHA

g TIPUMECH
8) Total impurities / Below BDL / Hixe nopora perucrpamuan [3) Not more than 1.5 % / He 6onee 1,5 %

CyMMa IpuMeceii

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

TIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusaM HJJ 3axmouenue: QJJOBPEHO

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

IToarorosneno: Ramakant [Iposepeno: Santosh Kumar Ono6peno: Menexep / PykoBoautens
M # Maurya ( @ Manoj Kumar .\)_ s

'y . y i g——
Reprint Date / ! Reprint Date / Reprint Date /
Hara: 19.08.2024 Jara: 19.08.2024 Iara: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO045D7
www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIN3A

Product = Nise gel 1%, 20 g

Ipoaykr: Haiiz®, rens nnsa vapyxHoro npuMeHenus 1%, 20 r
| 11poay Yy P

Market / Prinok

: Russia / Poccus

Batch No. / . V240562 Batch Quantity / . 58146.00 units /

Cepus N2 i Pasmep cepun © 58146.00equnun

Analytical Repovrt No./ . 040002619593 Date of Analysis / . 19.08.2024

| AHanuTHYecKHi 0TYeT No JaTta ananausa -
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

Jarta npou3BoAcTBa Togen g0

Mfg. License No. /

IIpou3BoAcTBeHHAasI : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI™-RU)
Junenzust Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JIII-Ne(001198)-(PT-RU)-290323

6 [Microbial contamination / MukpoGuonorudeckast 4ucrora™

Total aerobic microbial

icount / Ob11iee KOTHYECTBO

KH3HECTIOCOOHBIX
a3pOBHBIX
| MHKpOOpraHH3MOB
[Total combined
[yeasts/molds count /

[ InecHeBBIX rPUOOB

Staphylococcus aureus

{O611ee YUCIIO IPOXKIKEBBIX

[Pseudomonas aeruginosa

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

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

Absent in 1 g/ OtcytctByeT B 1 T

Absent in 1 g/ OtcyTcTBYET B 1 T

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

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

Absent in 1 g/ Otcyrctue B 1 1

Absent in 1 g/ OtcyTcTBME B 1 T

7 Assay / Koanuecreennoe | 10.13mg/ 10.13 mr 9.0 to 11.0 mg of Ci3H;2N20sS (nimesulide) |
ompeaeseHHe per 1 g of the product. /
Ot 9,0 1o 11,0 mr C3H12N20sS (Humecynun)
- | B 1 r mpenapara -
8 Package / YiakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tubeand

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

[To 20 r B TyOy K3 TAMUHKPOBAHHOI'O AIOMUHHS, CHaAbXKEHHYIO MeEMOpaHo# Ais

[KOHTPOJIS MepBoro BCkpbIThA. Ilo 1 TyGe B nauky KapTOHHYIO C HHCTPYKUHCH 110

MPAMEHEHHIO (JIMCTKOM-BKJIAJBILIIEM ).

Remarks : The Product conforms to ND/
Ilpumeuanne: IIpoaykr coorseTcTByeT TpeboBanusaM HJT

Conclusion : APPROVED /
3akimouenue: OJOBPEHO

Prepared by /

Tlonrorosneno: Ramakant

Checked by /
IIpoBepeHo: Santosh Kumar
Maurya

@&

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens

Manoj Kumar "hr;;c y uﬁ
11y {2 i

Reprint Date / &
Jara: 19.08.2024

Reprint Date /
Hara: 19.08.2024

Reprint Date /
Hara: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L.85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q,':‘

Dr. Reddy's Laboratories 1.td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

[Product = Nise gel 1%, 20 g
Hpoayxr: Haits®, rene ans HapyxHoro npumenenus 1%, 20 r

Market / Poinox : Russia / Poccus

Batch No./ . V240562 Batch Quantity / . 58146.00 units /

Cepus Ne ) Pazmep cepuu T 58146.00eauunu

Analytical Repo“rt No./ . 040002619593 Date of Analysis / . 19.08.2024

AnanuTuiecknit oryet Ne Jara anaausa - |
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JlaTa npou3BoAcCTBA Tosgen fio

Mfg. License No. /

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

Jnuenszust Ne

Analysis performed according ND No / Anasnus nposeaeu no HJI Ne: JITI-Ne(001198)-(PI'-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./

* [IpOBOIMTCS NPOU3BOAMTENEM MPH BBITYCKE MEPHONHUECKH (C HHTEPBANOM B OJHO UCTIbITaHue Ha 20 cepuii Wy He Menee 1
pasa B ron). [lokazarens MoxeT GbITh He BKIIOYEH B CEPTUQHUKAT aHAU32 HUPMBL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /
Howmep cepun nponzsoautens ADC:

NMS-1A-243009

FP Manufacturer API Batch number /
Homep cepuu cydcTtanuun npoussoautes [JIMD:

FERA00251

API Manufactured by & country /
IIpousBoaurenn ADPC, ctpana:

Mangalam Drugs and Organics Ltd., India /
Manranam Jipars sun Opranvke JIta., Manus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanMeHOBaHUe, aipec H HOMep JHIECH3HH
IJIOMIAAKH, OCYLEeCTBAAIOM el

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[Tpou3BoACTBEHHOE MOApa3eneHue-6, Bunnamk Kxons,
Hanarapx Poyn, Bagnu, Conan JQucrpukr, X.I1. 173205, Uuaus
(JTuttenszust 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/
IIpumeuanne: TIpoaykt coorseTcTByeT Tpeborannsm HJJ

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

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

INoaroroBneno: Ramakant IIpoeepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoaiuTeb
g\u&o ﬁ Maurya Manoj Kumar r}miu&,ﬁ_‘

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.08.2024 Jara: 19.08.2024 Jara: 19.08.2024

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



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

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

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

Product c Nise gel 1%, 20 g
Ipoayxr: Haiiz®, rene ans HapyxHoro npuMenenus 1%, 20 r

Market / Poinok

: Russta / Poccust

Batch No./ . V240562 Batch Quantity / . 58146.00 units /

Cepusi Ne i Pasmep cepun * 58146.00eaunnn
Analytical Repovrt No./ . 040002619593 Date of Analysis / . 19.08.2024
AHannTHYecKHii 0T4eT No JlaTa anajusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JlaTa npoH3BOACTBA I'ogen xo

Mfg. License No. /

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

Analysis performed according ND No / Ananu3 npoeeaed no HJ 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».

3aka04eHHe 0 CooTBeTCTBHH: «HacTosdlMM s MOATBEPXAAID, UTO MpUBENCHHAs BhIIE WHHpOpMALIMA ABIAETCS
JIOCTOBEPHOM M TOYHOU. DTa cepus NMpPOAYKLUHM Npou3BeldeHa (BKIIOYas YNAKOBKY (MapKHUpPOBKY) M KOHTPOJIb
KayecTBa) Ha BBIIEYKA3aHHON MpPOM3BOJACTBEHHOH Miomanake (TUIOWAAKAX) B IOJHOM COOTBETCTBHM C
TpeGosanusamu [IpaBun Hajnexamieil MPoM3BOJACTBEHHOM NpakTuku EBpasuiickoro 3koHoMHuecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabpsa 2022) u TpeboBaHUAMU KOHTPOJIsl KA4€CTBA JIEKAPCTBEHHBIX CPEICTB,
a TaKKe B COOTBETCTBMM CO crieldUKalMiIMH, COAEPXKAIUMHCA B PETHCTPALMOHHOM JIO0ChE CTPAaHBI-UMIIOPTEDA.
3anucu 1o MpoU3BOJICTBY, YIIAKOBKE M aHAJIM3Y [IPOBEPEHBl, U YCTAaHOBJIEHO UX COOTBETCTBME TpeboBaHuAM [IpaBun

HajJIexxalmen I'IpOI/I3BOIlCTBeHHOﬁ [IpaKTHKH EBpaBHﬁCKOFO OKOHOMHYECKOI'0 COro3an.

Remarks : The Product conforms to ND/
TIpumeuyanue: [IponykT coorBeTcTBYET Tpebopanusam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /

IToaroroBreHO: Ramakam\

,'r _ | Maurya

>

e —

Checked by / Approved by: Manager/Executive /
‘r IIpoBepeno: Santosh K%r Onobpeno: Menemwkep / Pykosonnrents

Manoj Kumar . }Lh_é,b‘i"/)

Reprint Date /
JlaTa: 19.08.2024

\ Reprint Date / Reprint Date /

Hara: 19.08.2024 Hara: 19.08.2024

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

CIN: L85195AP1984PLCO04507
www.direddys.com




