Dr.Reddy’s @¢

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJNTU3A

[Product = Nise gel 1%, 20 g

Mpoaykr : Haii3", rens ana napyxHoro npumexenus 1%, 20 r

Market / Puinok : Russia/ Poccus

Batch No./ . V250419 Batch Quantity / . 57464.00 units /

Cepus Ne ) Pasmep cepun " 57464.00eaunun
Analytical Repourt No./ . 040002953781 Date of Analysis / 11.06.2025
AnannTHYecKkui oTuer Ne Jara aHanusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa mponspoAcTBa TI'ogen g0 -

Mfg. License No. /

IpoussoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PI™-RU)
JuueH3usa Ne

Analysis performed according ND No / Anaau3s nposeaen no HA Ne: JIII-Ne(001198)-(PI'-RU)-290323

Ne Test/ / HOKa3aTeJH>

'Result / Pe3ybTaTh

2 [dentification by HPLC /
Nnentudurxanusa (BIIKX) rpeGopannam

1 Appearance / Onucanue Clear homogenous light yellow gel, free
{from particulate matter / OanopoiHblii
[Mpo3pauHsktil refib CBETIN0-KENTOro 0BeTa,
cBOOOHBIT OT MOCTOPOHAMX HACTHIL.

Specification / Hopma B 1

Clear homogenous light
yvellow to  yellow gel. free from
particulate matter / OaHOpoAHLIH npo3zpavunbii
refnt OT CBETNO-KENTOTrO N0 KENTOro uBETa,
cBOOOAHBII OT MOCTOPOHHHX YACTHIL

Complies as presc-ri'bed / COOTBeT::TByeT

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). /|
Bpems ynaepikuBaHus OCHOBHOrO MHKa Ha
XpomarorpaMMme  MCTBITYEMOTO  PacTBopa
MOMAKHO COOTBETCTBOBATh BpeMeHil
YACPHIBAH M OCHOBHOT'O NHKa Ha
XpomatorpaMMe  pacTBopa  CTaHAapTHOro
obpasua HIMeECYJI1a (pasaen
«KonuuecTBeHHOE Olpeae/eHe)

:r3_ Weight of package 20g/20r According to the requirements. Not less than |
contents Macca 20 g/ B coorsercTBuM ¢ TpebGoBaHusmu. He
COIEPAKUMOro YHaKOBKH meree 20 T

|
4 |[pH !' 55 4.610 6.0 / OT 4,6 10 6,0

Remarks - The Product conforms to ND/

Hpumeyanue: TIpogykt cooTBeTcTBYET TpeboBaHusM H]I

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

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

IMoaroronexno: Ramalgant M IIposepeHno: Pardeep Kumar Omnobpeno: Menemxep / PVKOBQE[I]TGJ‘IL
L& d‘ o=f— Amit Kumar , 0=

Reprint Date / Reprint Date / Reprint Date / \

Hara: 11.06.2025 Harta: 11.06.2025 HaTta: 11.06.2025

fegiscorod UINCo: 8 1 38T, Koaid Moo %, Banjara Gl Tl derabing

mN003A, Teisngana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CEPTUDUKAT AHATTU3A

'Product = Nise gel 1%,20 g

TIpoaywr: Haii3, remb Ans HapyKHOro npumeHenus 1%, 20 r

Market / Poinok

: Russia / Poccust

Batch No./ . V250419 Batch Quantity / . 57464.00 units /

Cepus Ne : Pasmep cepun " 57464.00eaunun
Analytical Repovrt No./ . 040002953781 Date of Analysis / . 11.06.2025
AnanuTHdeckuii oTuer Ne JlaTa aHaau3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa npou3BoaAcTEa T'ogen o

Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposeneu no H/I Ne: JITI-Ne(001198)-(PI'-RU)-290323

5 Related substances /PoacTBeHHbIe NPHMeECH

1) Impurity A / Ilpumecs A

2) Impurity B/ Ilpumece B

3) Impurity C/ Ilpumecs C

4) Impurity D / [Ipumecs D

5) Impurity E / IIpumecs E

Impurity F / [Ipumecs F

Highest Unknown
Impurity / EnuHnuHas
HeuaeHTUHUUMpPOBaHHAs
IpHUMeECh

8) Total impurities /
CyMMa rnpumecer

Below LOD (LOD = 0.02%) / Huxe npenena
o6Hapyxeuus (I10 = 0.02 %)

elow LOQ (LOQ = 0.04 %) / Huxe npenena
lkomuectBendoro onpenenenus (ITKO =
0.04%)
Below LOQ (LOQ = 0.04 %) / Hixe npenena
konuyecTBeHHOro onpeaenenus (IIKO =
0.04%)
Not detected / He oOHapy>keHa
Below LOQ (LOQ = 0.07%) / Hike npenena
KonuyecTBeHHoro onpenenenus (ITKO =
0.07%)
Not detected / He 06Hapy>keHa

Below LOQ (LOQ = 0.1 %) / Huxe npenena
konuuecteeHHoro onpeneneHus (ITKO = 0.1%)

Below LOQ / Hwxe npenena
KOJINUECTBEHHOTO OTPEAENEHUSA

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

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

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

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

5) Not more than 0.2 % / ve Gonee 0,2 %

6) Not more than 0.2 % / ue 6onee 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/
Ipumeyanue: Ilpoaykt cooTBeTCTBYET TpeboBanusaM H/I

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Jata: 11.06.2025

Jara: 11.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakan T Iposepeno: Pardeep Kumar Opobpeno: Menemxep / Pykogoaurtens

: \\ﬁ_[, " &l == Amit Kumar N~
Reprint Date / B \/ Reprint Date / Reprint Date / !

Jata: 11.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 29599, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 93166 56001 02
www.drreddys.com

CEPTU®UKAT AHAJTU3A

'Product = Nise gel 1%, 20 g

Npoayxr: Haiiz®, resie ans Hapy»Horo npuMeHenus 1%, 20 r
PoAj p

Market / Poinox

: Russia / Poccus

Batch No./ . V250419 Batch Quantity / . 57464.00 units /

Cepus Ne ) Pazmep cepuu " 57464.00exnHHL
Analytical Repovrt No./ . 040002953781 Date of Analysis / . 11.06.2025

| AvanurHyecknii oryeT No - JlaTa ananuiza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JaTta npon3BoacTea T'omen po

Mfg. License No. /

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

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

6 [Microbial contamination / Mukpo6uonoruueckasi Y4ncrora*

Total aerobic microbial

KU3HECTIOCOOHBIX
a’poOHBIX
MUKPOOPraHH3MOB
Total combined
yeasts/molds count /

¥ [JIECHEBHIX IPUOOB

Staphylococcus aureus

count / Ob11iee KOJIHYECTBO

O0611ee YHUCIO IPOAOKEBBIX

Pseudomonas aeruginosa

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

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

Absentin 1 g/ OtcytctByer B 1 1

Absent in 1 g/ OtcytctByeTB 1 T

Not more than 10° CFU/g /
He Gonee 10> KOE/r

Not more than 10' CFU/g /
He Gonee 10' KOE/r

iAbsenl in 1 g/ Orcyrereue 810

Absentin 1 g/ Orcytereue 8 1 r

9.0 to 11.0 mg of C13H;2N,0sS (nimesulide)
er 1 g of the product. /

Ot 9,0 no 11,0 Mr C;3H;2N20sS (HuMecynun)

B 1 r mpenapara

7 Assay / Konuuecrennoe | 10.20 mg/10.20 mr
ompegeaeHue
8 Package / YniakoBka

20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
ipatient information leaflet (package insert) in a carton. /

Tlo 20 r B Ty6y U3 JTaMUHUPOBAHHOTO ATIOMHHHUSI, CHaOXKEHHYI0 MeMOpaHOH s
[KOHTpOJIs epBoro BekpbiTHs. [1o 1 Ty6e B nmauky KapTOHHYIO C HHCTPYKLMEH 110
il'[pI/IMeHCHI/HO (JIMCTKOM-BKJAJIBILLIEM ).

* 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 Product conforms to ND/
Ipumeyanue: ITponyxr coorBercTRyeT TpedoBanusam HI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Pr_epare'dby/
IToxroroBieHo: Ramwa t
X
\ Hl

L

Checked by /
IIposepeno: Pardeep Kumar

e —
(1l

Approved by: Manager/Executive /
OnobpeHno: Menemxep / PykqQBonuTe)b
Amit Kumar PN

Reprint Date / = \
Hara: 11.06.2025

s

Reprint Date /
Jara: 11.06.2025

| o
Reprint Date / '
Hara: 11.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 93166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIU3A

Product : Nise gel 1%,20 g

I poayxr: Haiis®, ress fuist Hapys>kHoro npuMerenus 1%, 20 r

Market / PeiHok : Russia / Poccus

auueH3usi Ne

Batch No./ . V250419 Batch Quantity / . 57464.00 units /

Cepus Ne ) Pasmep cepuu * 57464.00eaunnu
Analytical RepoIt No./ . 040002953781 Date of Analysis / . 11.06.2025
AHanurHuecknii oTyer Ne JlaTa aHaau3a

Date of Manufacture / . 04/2025 Date of Expiry/ . 03/2028

JlaTa npoussoacTBa Togen o -
Mfg. License No. /

IpousBoAcTBeHHAs : MNB/05/263 MA number: / Homep PY  : JI[1-Ne(001198)-(PI'-RU)

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

* TIpOBOJUTCA NPOU3BOIMTENIEM NPH BBINYCKE NEPHOANUECKH (C MHTEPBAIOM B OJIHO UCTIbITaHKe Ha 20 cepuii WM He MeHee 1
pasa B ron). [Nokaszatens MOXKeT 6BITh HE BKIIOUEH B CepTH(HKAT aHaH3a PUPMEI.

API name (INN) / A®@C (MHH):

Nimesulide / Humecynuz

API manufacturer batch number /
| Homep cepun npoussoputeis ADC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
Howmep cepun cyGcTanuuu npoussogurens I'JI®:

FERAO00716

API Manufactured by & country /
IIpousBopuTens APC, crpana:

Mangalam Drugs and Organics Ltd., India /
Manranam Jlpars sun Opranukc JIta., Uaaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaunmeHoBaHHe, aipec H HOMep JHIECH3HH
MIOIIAKH, OCYIeCTBIS IO eH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

Solan (HP) 173205, India (License No MNB/05/263) /
ITpousBoacTBeHHOE MoApasaeneHue-6, Bunnamk Kxons,

Hanarapx Poyn, banau, Conan Jucrpukr, X.I1. 173205, Huaus

(JTuuensus 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.
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».

Remarks : The Product-conforms 1o WD/

pumevanue: I[Tpoaykt cooTBeTcTBYET TpebpBanusM HJ

Conclusion : APPROVED /
3axurouenue: OJJOBPEHO

Pr'epared by/ Checked by /

IIposepeno: Pardeep Kumar

TloxrorosJeHo: Ramaiﬁl)m\ Ld; :
L o U i

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKoBOOHTENb
Amit Kumar N7 —

Reprint Date /
Harta: 11.06.2025

Reprint Date /
Hara: 11.06.2025

Nane

Reprint Date / {
Hata: 11.06.2025

Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 5060024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Lakorateries Ltd.
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)
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CEPTUDUKAT AHAJIU3A
Product : Nise gel 1%, 20 g o
Mpoayxr: Haiis®, res A4 HapyxHOro npumenenus 1%, 20 r
Market / Poinok : Russia / Poccust
Batch No./ . V250419 Batch Quantity / . 57464.00 units /
Cepusa Ne ' Pasmiep cepiin * 57464.00eanunn
Analytical Repovrt No./ . 040002953781 Date of Analysis / . 11.06.2025
Aunanutmiecknii oryet Ne ~ |MaTa ananu3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
Jara npouM3BOACTBA TI'oaen mo ]
Mfg. License No. /
IIpousBoAcTBEHHAR : MINB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
JunueH3nst Ne _
Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITT-Ne(001198)-(PT'-RU)-290323

3ak/0uenre 0 coorBeTcTBHM: «HacToAlMM 5 MOATBEP)KAAI0, YTO MpPUBEAEHHAs Bbllle MHGOpPMALUA SABISETCS
JIOCTOBEpPHOIl M TOYHOH. DTa Cephsi MPOAYKLUHH Mpou3BeleHa (BKIIOYAs YNakoBKY (MapKMpOBKY) M KOHTPOJIb
KauecTBa) Ha BHIEYKA3aHHOM MPOM3BOACTBEHHOM muowaake (MOanKax) B IMOJHOM COOTBETCTBUH C
TpeboBaHMAMK [IpaBun HajulexKallel Mpou3BOACTBEHHOH NMpakTUKU EBpasHiickoro 3KOHOMHYECKOrO €032 (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6ps 2022) 1 Tpe6OBaHUAMH KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPEICTB,
a TaK)Ke B COOTBETCTBUHM CO CHELUPHUKALUAMHU, COAEPKALMMUCA B PETUCTPALIMOHHOM JIOChE CTpaHbI-UMIIOPTEPA.
3aI¥CH 10 IPOH3BOJICTBY, YIIAKOBKE M @HAIIM3Y IIPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHuAM [IpaBun
HaJUIeXKalled Mpor3BOACTBEHHON NPaKTUKH EBpasuicKoro 3kKOHOMUUYECKOT0 COr03a».

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

Hpumevanue: [Tponykt coorBercTByeT Tpebosannam HJT 3akmouenue: OJOBPEHO

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

TToaroroBneHo: Ramaks \\\,ﬁ; IIposepeno: Pardeep Kumar Ono6peHo: Menemxep / Pykqeonutenb
u =l — Amit Kumar N —

Reprint Date / Reprint Date / Reprint Date / '

Jara: 11.06.2025 Hata: 11.06.2025 Hara: 11.06.2025

Foph Peatsn L OV we N, Tl M l\nnjnrn Hilla, P hedtarapad BULGEA, (olangans, indla
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
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www.drreddys.com



