Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
el +91 98166 56001-02
www.drreddys.com

CEPTUO®UKAT AHAJIU3A

Product: Nise gel 1%, 50 g

Ipoaykr: Haiis®, reas mist HapyxHoro npuMeneHus 1%, 50 r

Market / Poinok

: Russia / Poccus

Batch No./ . V250060 Batch Quantity / _23530.00 units /

Cepus Ne ’ Paimep cepun © 23530.00 exunmu

Analytical Repovrt No./ . 040002867919 Date of Analysis / . 31.03.2025

AxanuTHieckuii oryeT Ne Jara ananau3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

JiaTa npoH3BOACTBA Togen go |
Mfg. License No. /

IIpou3BoAcTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)

JAuneH3usi Ne

| Analysis performed according ND No / Ananus nposeae no HJI Ne: JITE-Ne(001198)-(PI'-RU)-290323

Ne Test / TlokasaTeib

Result / PesyabTaTsl

1 'Appearance / Onucanue

Clear homogenous light yellow gel, free
from particulate matter / OnHoponHblii
PO3paYHBIi reJib CBETIIO-XKENTOrO LIBETA,

cBOOOMHBIH OT TOCTOPOHHUX YaCTHLL.

Specification / Hopma B
Clear homogenous light
yellow to  yellow  gel, free  from
particulate matter / OQHOPOARBIH NPO3payHbIii
Telb OT CBETIO-KENTOTO J0 JKENTOro 1BeTa,

cBoGoHbIH OT NOCTOPOHHHX YaCTHIL. ,

t~.1|‘

Identification by HPLC /
Unentudpukanus (BIXKX)

-'LWeight of package
contents Macca
COIePIKUMOr0 YIIAKOBKH

—

. _pH

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 nimesulidel
reference standard solution (section Assay). /|
Bpemst ynepXKHBaHUS OCHOBHOIO IIHMKa Ha‘
XpoMaTorpaMMe  MCIBITYEMOI'O  pacTBOpa
TOJDKHO COOTBETCTBOBATh BpEMEHHU
yIaep>KUBaHUA OCHOBHOTO HKa Ha
XpOMaTorpaMMe  pacTBopa  CTaHZapTHOIo
obpasua HUMeECYNHJa (pazaen
«KonM4ecTBEHHOE ONpEeEICHHE)

51g/51r

5.5

According to the requirements. Not less than

50 g / B coorBercTBUM ¢ TpeboBanuamu. He

meHee 50 r

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

e

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYET Tpe6oBanusaM HJJ

Conclusion : APPROVED /
3axurouenne: OJIOGPEHO

Prepared by /
Iloarorosneno: Santosh Kumar
Maurya

G| <L

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoautesb

Amit Kumar

N2

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Hata: 31.03.2025

Reprint Date /
Hata: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Formulation Unit-6
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Product: Nise gel 1%,50 g

Ipoaykr: Haiis®, resns mst Hapykuoro npumeHenus 1%, 50 r

Market / Poinox

: Russia / Poccus

Batch No./ . V250060 Batch Quantity / _23530.00 units /

Cepus Ne ' Pasmep cepun " 23530.00 exnHun

Analytical Rep0}‘t No./ . 040002867919 Date of Analysis / . 31.03.2025

| AHANTHTHYECKHI] 0TYeT Ne JlaTa aHa/qH3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

JlaTa npon3BoACTBA Topeu xo -
Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JHeH3uss Ne

Analysis performed according ND No / Anauus nposeaen no HJL Ne: JITI-Na(001198)-(PI'-RU)-290323

5 Related substances /PocTBeHHbIE NpHMeECH

1) Impurity A / Hpumecs A
2) Impurity B / [Ipumecs B

3) Impurity C/ Ilpumecs C
4) Impurity D / [Tpumecs D

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

7) Highest Unknown
Impurity / Enunn4nas
HeHJIeHTUP UL POBaHHA
s IPUMECh

8) Total impurities /

Cymma npumecei

Not detected / He oOHapykeHa
Below LOQ (LOQ = 0.04 %) / Huxe

(ITKO = 0.04 %)
Not detected / He oOHapyxeHa

Below LOD (LOD = 0.02 %) / Huxe

Not detected / He oOHapyxeHa
Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.1 %) / Hike
(TTKO = 0.1 %)

Below LOQ / Huxe npenena
KOJIHYECTBEHHOTO ONIpEJeICHHs

apeacia KOJHYECTBCHHOrO OIpEACIIEHUS

npenena obHapyxenus (ITO = 0.02 %)

npeaena KOJMICCTBEHHOr O ONPENEICHUA

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

3) Not more than 0.2 % / ne 6onee 0,2 %
4) Not more than 0.2 % / He Gonee 0,2 %

5) Not more than 0.2 % / e 6onee 0,2 %
6) Not more than 0.2 % / He Bonee 0,2 %

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

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipogykr coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

Checked by /
IIpoBepeno: Pardeep Kumar

[
(= -

Reprint Date /
Jlara: 31.03.2025

Reprint Date /

Jara: 31.03.2025

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoguress

Amit Kumar 1
\

Reprint Date / i
Hata: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emnail: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €%¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
‘el 491 98166 56001-02

CERTIFICATE OF ANALYSIS vsww.drreddys.com

CEPTH®UKAT AHAJIU3A

Product: Nise gel 1%, 50 g

Hpoaykr: Haiz®, rens a1 HapyxHOro npuMeHenmns 1%, 50 r
b py p

Market / PoiHok : Russia / Poccus

Batch No. / . V250060 Batch Quantity / _23530.00 units /

Cepusi Ne ) Pasmep cepun " 23530.00 eanunu

Analytical RepOft No./ . 040002867919 Date of Analysis / . 31.03.2025

AHanuTHYeCKHI oTueT No Jata anaausa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

JaTta npon3BoAcCTBA I'ogen go - -
Mfg. License No. /

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

JuneH3ns Ne

Analysis performed according ND No / Ananu3 npogenen no HJL Ne: JITI-Ne(001198)-(PI'-RU)-290323

6 Microbial contamination / MukpoGOHoJIornyeckast 4ucToTa™

Total aerobic microbial

| count / Ob11ee KOTHYECTBO
| KH3HECTOCOOHBIX

: a9pOOHBIX

; MHKPOOPTaHH3MOB

Total combined
yeasts/molds count /
O611ee YUCIO JPOXIKEBBIX
¥ MJIECHEBBIX rpubOB
Pseudomonas aeruginosa

Staphylococcus aureus

Less than 10 CFU/g. / !Not more than 10? CFU/g /
Menee 10 KOE/T. He Gonee 10° KOE/r
!
|
Less than 10 CFU/g. / iNot more than 10' CFU/g/
Menee 10 KOE/r. He Gonee 10! KOE/r

Absent in 1 g/ OtcyrcTtByeTB 1 T !Absent in 1 g/ OrcytctBUEe B 1 T

Absent in 1 g/ OtcytcTByeTr B 1 T 1Abse_nt in 1 g/ OtcytctBue 8 1 1 [

i7 Assay / KonuecTBeHHOE 10.08 mg / 10.08 mr 9.0 to 11.0 mg of C13H2N20sS (nimesulide)
ompezeeHne per 1 g of the product. /
01 9,0 7o 11,0 Mr C3H;2N20sS (HUMecyin)
. B 1 npenapara _
8 Package / YmakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and

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

[1o 50 r B TYOy U3

KOHTPOJIA NepBOro BCKpuITHs. [To 1 TyGe B Mayky KapTOHHYIO ¢ MHCTPYKIKMEH Mo

[PUMEHEHHIO (JIMCTKOM-BKJIAABILIEM).

JIAMHHUPOBAHHOTO ANFOMUHMUS, CHabXKeHHYI0 MeMOpaHo# 1st

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpogykT cooTBETCTBYET TpeboBaHusAM H/I Zaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxarorosneno: Santosh Kumar IpoBepero: Pardeep Kumar Onobpeno: MeHemxkep / Pykosoaurenb
Maurya i { Amit Kumar

K < l /\/
Reprint Date / Reprint Date / Reprint Date / )
Jara: 31.03.2025 Hara: 31.03.2025 Hara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: L85195AP1984P1.C0O04507

www.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02

E OF ANALYSIS  www.drreddys.com

CEPTU®UKAT AHAJIM3A

Product: Nise gel 1%, 50 g
| IMpoayxr: Haii3¥, rens ays napyxHoro npumeHenns 1%, 50r

Market / Peinok : Russia / Poccust

Batch No./ . V250060 Batch Quantity / . 23530.00 units /

Cepusi Ne ) Pa3mep cepun ' 23530.00 eauHHL

Analytical Repourt No./ . 040002867919 Date of Analysis / . 31.03.2025

AHanutuyeckii oTyer Ne Jara ananauza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

JlaTta npoM3BOACTBA Togen o - _
Mfg. License No. /

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

nuueHzns Ne

| Analysis performed according ND No / Anaans nposeaen no HJI Ne: JIIT-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./

* [IpOBOAUTCS NPOM3BOAMTENEM MPH BBINYCKE NEPUOANUECKH (C HHTEPBANOM B OJIHO UCTIbITaHue Ha 20 cepHii unu He MeHee 1
pasa B ron). [lokazarens MOXeT ObITb He BKJIIOHEH B CEpTHOUKAT aHaIH3a UPMBL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepun npoussoaurens APC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
Howmep cepun cyGeranmuu npoussoaurtess I'JID:

FERA00716

API Manufactured by & country /
Hpoussoaurtens ADC, cTtpana:

Mangalam Drugs and Organics Ltd., India /
Manranam Jlpar3 s Opranuke JIta., UHaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
IHauMeHOBaHHe, aipec H HOMeP JTHIEH3HH
IJIOMIAJIKY, OCYLIeCTBIIAIOLIeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
ITpousBoacTBEHHOE NoapasaeneHune-6, Bumamk Kxonb,
Hanarapx Poya, baaau, Conan Jucrpukrt, X.I1. 173205, Muaus
(JIuuenzus 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
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.

Remarks : The Product conforms to ND/
Ipumeyanue: ITpoaykt cooTBeTcTBYeT TpeboBanusaM H/I

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Santosh Kumar IIposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykoroaurenb
Maurya ; Amit Kumar A L
_a. / g 3
Reprint Date / Reprint Date / Reprint Date / ' |
Jara: 31.03.2025 Jlata: 31.03.2025 Jlara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: .85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUDPHUKAT AHAJIU3A
Product: Nise gel 1%, 50 g
Hpoayxr: Haiiz®, rens mis HapyxHoro npumeHenns 1%, 50
Market / Poinok : Russia / Poccus
Batch No. / . V250060 Batch Quantity / . 23530.00 units /
Cepust Ne ) Pazmep cepun * 23530.00 equHuL
Analytical Rep0ft No./ . 040002867919 Date of Analysis / . 31.03.2025
AnanuTnyeckuii oryer Ne Jarta aHnajau3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028
JaTa npousBoacTBa T'ogen xo
Mfg. License No. /
ITpousBoacTBeHHAasi : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
auuenzua Ne

Analysis performed according ND No / Ananus nposeaed no HJL Ne: JITI-Ne(001198)-(PT-RU)-290323

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».

3aK/I0ueHHe 0 COOTBeTcTBHH: «HacTosAmuM s NOATBEpXkK a0, YTO NpUBECHHAs BhIE MHGOpMaLud sABJAETCS
IOCTOBEpHOH M TOYHOM. JTa Ccepus NMpPOJYKLMHM MpoM3BeldeHa (BKIOYAs YNMaKOBKY (MapKMpOBKY) M KOHTpOJb
KayecTBa) HA BhHINICYKA3aHHOM [POW3BOACTBEHHOM miomaike (TUIOIAAKaX) B TMOJHOM COOTBETCTBUH C
TpeGoBanuamu [IpaBun Hajuiexkaileil NpOM3BOACTBEHHON NpakTHkH EBpasuifckoro skonommyeckoro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuts6ps 2022) 1 TpeOOBaHUAMHU KOHTPOJI KayecTBa JICKAPCTBEHHBIX CPEICTB,
a TAaKKe B COOTBETCTBHU CO ClEHUPHUKALUAMU, COAEPIKAIMUMHUCSA B PETUCTPALMOHHOM JAOChE CTPaHbI-UMIIOPTEPA.
3amnucH Mo NPOM3BOACTBY, YIIAKOBKE U aHANM3Y IPOBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBUE TpeboBaHMIM l1paByi
HaJUIeXalIei NPOU3BOJACTBEHHOH NpakTHKH EBpa3suiiCKOro 3JKOHOMHYECKOTO COK03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Tpoaykt cooTBeTCTBYET TpeboBanusaM HJI 3axkiouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santosh Kumar ITposepeHo: Pardeep Kumar Onobpeno: Menenxep / PykoBoaurenb
Maurya f Amit Kumar L

- = F /\/ _—
Reprint Date / Reprint Date / Reprint Date / y
Jara: 31.03.2025 Hara: 31.03.2025 Iara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



