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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Froduct: Nise gel 1%, 50 g

IMpoaykr: Haitz®, rens 115 napyxHoro npuMeHenus 1%, 50 r
) P

Market / PoiHok

: Russia / Poccust

Batch No./ ) Batch Quantity / . 23137.00 units /

Cepusa Ne § V240563 Paimep cepun " 23137.00eanunn

Analytical Repo:‘t No./ . 040002619991 Date of Analysis / . 19.08.2024

AHaauTHYecKHii oruer Ne Jata anannsa - __
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JlaTa npou3BoacTBA T'ogen go

Mfg. License No. /

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

JnueH3ust Ne

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

Test / IlokazaTenanb

Result / PesynbTaTs!

 Specification / Hopma

No
1 Appearance / OnncaHne

particulate matter / OnHOpoXHBIH
MpO3pavHbIi rellb KENATOro UBETA,
CBOOOAHBII OT NOCTOPOHHUX YACTHUIL.

Clear homogenous yellow gel, free from

Clear homogenous light
yellow to  yellow  gel, free  from
particulate matter / OfHOPOAHBIN MPO3PavHBIN
reflb OT CBETJIO-XKENTOTO A0 JKENTOTO LBETa,
CBOOOMHBINM OT OCTOPOHHHX YaCTHL,.

2 Identification by HPLC /
HUpenTndukanns (BIKX)

Tpe6oBaHusIM

Complies as pres_cribed / COOTBETCTBYET

The retention time of the main peak in the
ichromatogram of test solution should
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
BpeMsi ymepkuMBaHHs OCHOBHOIO IIMKa Ha
XpoMarorpaMMe  MCIBITYEMOTO  pacTBOpa
TOJIKHO COOTBETCTBOBATH BpeMeHH
yAEPKUBAHUA OCHOBHOTO nuKa Ha
XpOMaTOrpaMMe  pacTBOpa  CTaHHAPTHOIO
obpasia HUMECYIHa (paznen
«KonnuecTBEHHOE ONpPEAENICHUE)

Weight of package
contents Macca
{conepKUMOro yIakoBKH

4 | pH

51g/51r

5.6

According to the requirements. Not less than |
50 g / B cooTBercTBUM ¢ TpebopanuaMu. He
meHee 50 T

4.6106.0/0T4,6 10 6,0

Remarks : The Product conforms to ND/
IIpumeuanue: I[Tpoaykt cooTBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3axmouenue: ONQOBPEHO

Prepared by /

Checked by /
[Tposepeno: Santosh Kumar
Maurya

(2

Approved by: Manager/Executive /

~Manoj Kumar

Onobpeno: Menemxkep / PykoBonurenn

e,

Reprint Date /
Hata: 19.08.2024

IToxarorosnerHo: Ramaka
&
T~/ \ —

Reprint Date /
Hata: 19.08.2024

Reprint Date /

Hara: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangzna, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCD04507
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Dr. Reddy's Laboratories [td.
Qe Formulation Unit-6
Dr. Reddy’s q... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, 'ND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

[Product: Nise gel 1%, 50 g
| Mpoaykr: Hait3®, resib a4 HapyskHOro npumerenus 1%, 50 r

Market / Prinok : Russia / Poccus

Batch No./ . V240563 Batch Quantity / . 23137.00 units /

Cepus Ne ) Pasmep cepun " 23137.00exuHun
Analytical Rep0ft No./ - 040002619991 Date of Analysis / . 19.08.2024
AnanuTmHecKHii oryeT Ne Jarta aHanau3a

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

JlaTa npoHM3BOACTBA I'ogen no

Mfg. License No. /

Ilpon3BoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JII[I-Ne(001198)-(PT-RU)
Juuenzus Ne

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

S Related substances /PoacTBennbie npuMecH

1) Impurity A / ITlpumecs A Below LOD (LOD = 0.02%) / Hixe 1) Not more than 0.2 % / e bonee 0,2 %
npezaena odbHapyxenus (110 = 0.02 %)

2) Impurity B / Ilpamecs B Below BDL (BDL= 4149) / Huxe nopora
peructpaunu (I11P=4149)

3) Impurity C / [Tpumecs C Not detected / He obHapyxeHa 3) Not more than 0.2 % / He 6o1nee 0,2 %

2) Not more than 0.2 % / He 6o1ee 0,2 %

4} Impurity D / ITpumecs D 0.07% 4) Not more than 0.2 % / ue 6onee 0,2 %

5) Impurity E / ITpumecs E [Not detected / ne obHapyxeHa 5) Not more than 0.2 % / ue 6onee 0,2 %

6) Impurity F / Ilpumecs F [Not detected / He oGHapyxeHa 6) Not more than 0.2 % / He Gosee 0,2 %

L7) Not more than 0.2 % / ne 6onee 0,2 %

7) Highest Unknown Below BDL (BDL= 4149) / Huxe nopora
Impurity / Enunnynas  peructpaunu (I1P=4149)
HeneHTHdUIIpOBaHHA
g IPUMECh
8) Total impurities / 0.1% 8) Not more than 1.5 % / He 6onee 1,5 %

CymMa npumecei

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

IIpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanusm HJI 3akmoyenune: OJOBPEHO

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

IloarororjeHo: Ramakantm @ [Ipoeepeno: Santosh Kymar Onobpeno: Menemxkep / PykoBoaurens .e_'»m, Mp
NV Maurya I?Q’/ Manoj Kumar

Reprint Date / B Reprint Date / Reprint Date /

Hata: 19.08.2024 Hara: 19.08.2024 Hata: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +51 40 4900 2900, Fax: +51 40 4900 2999, Email: maii@drraddys.com
CIN: L851354P1354P1LC0O04507
waiwdireddys.com




Dr.Reddy’s Q

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Nise gel 1%, 50 g

Mpoayer: Haitz®, rens ans Hapy»xHoro rnpuMedenus 1%, 50 r
3 Py P

Market / Prinok : Russia / Poccus

Batch No./ . V240563 Batch Quantity / . 23137.00 units /

Cepus Ne ) Pasmep cepin " 23137.00eannnu

Analytical Repovrt No./ . 040002619991 Date of Analysis / . 19.08.2024

| AHATUTHYeCKHIE oTueT Ne JaTta ananusa - _ |
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

Jara npoussoacTBa I'onen g0

Mfg. License No. /

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

JnueH3us Ne

Analysis performed according ND No / Anasu3s nposeaes no HJI Ne: JITI-Ne(001198)-(PT'-RU)-290323

6 Microbial contamination / MukpoGuoJiornueckasi 4ucTora*

Total aerobic microbial
count / Ob111ee KOTUYECTBO

O06l1ee YHCTO OPOXKIKEBBIX
¥ MJIECHEBBIX IPUOOB

XKM3HECTIOCOOHBIX Less than 10 CFU/g/
adpoOHBIX Menee 10 KOE/r
MHKPOOPTaHU3MOB

Total combined Less than 10 CFU/g/
yeasts/molds count / Menee 10 KOE/r

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

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

Pseudomonas aeruginosa Absentin 1 g/ OtcyTcTBYeTB 1T Absent in 1 g/ OrcytcTBUe B 1 T
|Staphylococcus aureus Absent in 1 g/ OtcyrctByerB 1T Absentin 1 g/ OtcyrctBue B 1 r
7 .Assay / KonmuecTBeHHOE 10.30 mg/ 10.30 mr 9.0 to 11.0 mg of C13H12N;0sS (nimesulide)
onpeaenenne per 1 g of the product. /
071 9,0 1o 11,0 mr C13H12N205S (Humecynun)
[ B 1 npenapara
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 M3 JIAMUHHPOBAHHOTO ANIOMUHHS, CHAOKEHHYIO MeMOpaHOH 11t
KOHTPOJIS IIepBOro BCkpbiThs. 1o 1 Ty6e B mayKky KapTOHHYIO C MHCTPYKIHEH 110
MPUMEHEHHUIO (JIUCTKOM-BKJIABIILIEM).

* 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 Praduct conforms ta NTY/
Ipumeuanue: [IpoaykT coorBercTByeT TpeboBanusM HJL

Conclusion : APPROVYED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by /

Maurya

IloaroToBneHo: RamakantH J du,_ ITporepeno: Santosh Kumarg{

1

Approved by: Manager/Executive / - /
Onobpeno: Menemkep / Py;{oaomnenb"}l@

-Manoj Kumar

Reprint Date / Reprint Date /
Hara: 19.08.2024 Jara: 19.08.2024

Reprint Date /

Jlata: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIM: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
Formulation 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

CEPTUDUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
Xpoayxr: Hait3", rens ans Hapy>kHoro npumenenns 1%, 50 r

Market / Poivok : Russia / Poccus

Batch No./ . V240563 Batch Quantity / . 23137.00 units /

Cepus Ne ) Pazmep cepun " 23137.00eauunn
Analytical Repovrt No./ . 040002619991 Date of Analysis / . 19.08.2024
Anajgurnyeckuii oTyeT Ne Jara ananauza

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

Hara npoHssoacTBa TopeH g0

Mfg, License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI-RU)
Jinuen3ust Ne

Analysis performed according ND No / Araius nposenen no HJ Ne:

JITI-Ne(001198)-(PI'-RU)-290323

* TIpOBOXHMTCS IPOH3BOAMTENEM MPU BBITYCKE HEPHONHIECKH (C HHTEPBAIOM B OJJHO MCTIbITaHUE Ha 20 cepuil uinu He meHee 1
pa3a B roa). [TokazaTesib MOXKET OBITh He BKJIFOYEH B CEpTHGOUKAT aHAIN3a (UPMBIL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepun npouspoaurens A®C:

NMS-1A-243009

FP Manufacturer API Batch number /
Homep cepuu cyGcTanmuu npoussoaurens I'JId:

FERA00251

API Manufactured by & country /
IIpousBoauTtenr ADC, cTpaHa:

Mangalam Drugs and Organics Ltd., India /
Masnranam Jpar3s 3ux Oprasukc JIta., Uaous

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanue, agpec 1 HOMep NHLEH3HH
IUIOIIAIKH, OCYU[eCTBIISIOHICH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[TpousBoACTBEHHOE NopasfeneHne-6, Bumnamix Kxons,
Hanarapx Poyn, bagnu, Conan Quctpukt, X.I1. 173205, Maaus
(JTunien3us 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/
IIpumeuanue: [TpoaykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axuovenue: OJJOBPEHO

Prepared by / Checked by /
Ioarorosneno: Ramakant Q } l IIpoBepeHo: Santosh

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonutens
Manoj Kumar

Kumw%_ @UJ

. Maurya
Reprint Date /

Reprint Date /
Hara: 19.08.2024 Hara: 19.08.2024

Reprint Date /
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: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories 1td.
, ‘ ... Formulation Unit-6
® Vill. Khol, Nalagarh Road, Baddj,
DI'. Reddy S e Distt. Solan, h%’ 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A
Product: Nise gel 1%, 50 g
I poayxr: Hait3®, resib ia Hapy»HOro npuMeHeHus 1%, 50 r
Market / Prisok : Russia / Poccus
Batch No./ . V240563 Batch Quantity / . 23137.00 units /
Cepus N2 ) Pasmep cepun * 23137.00eauuun
Analytical Repo“rt No./ . 040002619991 Date of Analysis / . 19.08.2024
| AHAJIMTHYeCKMiA oTueT Ne Jara ananausa
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027
Jara npouspoacTea T'ogen no
Mfg. License No. /
IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
JumeH3usi Ne

Analysis performed according ND No / Anaaus nposeaen no HJ Ne: JIIT-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».

3aKJII0YeHHEe 0 COOTBETCTBHH: «HacToAmKM A MOATBEP)KAALO, YTO NMPUBEJECHHAA BhbIlle WHQOPMALIMA ABJIAETCS
JIOCTOBEPHOH M TOYHOM. DTa cepusl NPOAYKLMH NMpou3BeleHa (BKIIOYas YNAKOBKY (MapKHUPOBKY) H KOHTpOIb
KauecTBa) Ha BBIEYKA3aHHOM MpPOM3BOACTBEHHOH Iuiomanke (Miouaakax) B TIOJHOM COOTBETCTBUM C
tpeGoBanuamu [IpaBun Hajlexaiei MPOM3BOACTBEHHON mpakTukk EBpasuiickoro skoHoMHYecKkoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6psa 2022) u TpebOBaHUAMHM KOHTPOJI KQUECTBA JIEKAPCTBEHHBIX CPEACTB,
a TAaKKe B COOTBETCTBUM CO ClieUUdUKAlMAMM, COACPKAIIUMHUCA B PErHCTPALMOHHOM AOCHE CTPAHBI-UMIIOPTEPA.
3arKcH 1o NPOM3BOJCTBY, yIIAKOBKE U aHAJIM3Y MPOBEPEHE], M YCTAHOBIEHO MX COOTBETCTBHE TpeOoBaHMAM [IpaBun
HaJJIeXalei MPOU3BOJACTBEHHONH NPakTUKU EBpasuiickoro 3KOHOMHUYECKOTO COKO3a».

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

Hpumeuanue: [IpogykT cooTBeTcTBYET TpeboBaHUAM H/| 3axmouenne: OJJOBPEHO

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

[NoarorosneHo: Ramakant ITpoBepeno: Santosh Kum Onobpeno: Menemkep / PykoBoaurenb @iﬁd
.N.u’u,d ~Maurya “—1 Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

JlaTa: 19.08.2024 Jara: 19.08.2024 Hata: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com




