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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vi, Khol, MNalagarh Road, Baddi,
Distt. Sclan, H.F, 173 205, IND1A
Toi 1 +91 08165 56001-02
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HAW.CFRGAYS. CQIY

Product: Nise gel 1%, 50 g

M poayxt: Haiiz", rens 11s Hapy»KHOTO MpuMeHeHHs 1%, 50 r

Market / PriHok : Russia / Poccust

Batch No./ . V250058 Batch Quantity / . 23530.00 units /

Cepus Ne ) Pa3zmep cepun © 23530.00 equuuL
Analytical Repourt No./ . 040002800606 Date of Analysis / . 11.02.2025
AHanuTHYecKHi oTyeT Ne B Jarta aHanusa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

JaTa npou3BoAcTBa I'open no

Mfg. License No. /

ITpouszBoacTBeHHass : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
auueH3ua Ne

Analysis performed according ND No / Anaaus npoeeged no H1 Ne: JITI-Ne(001198)-(PT-RU)-290323

MpO3pauHBlii resib CBETNO-KENTOro LBeTa, particulate matter / OIHOPOAHBII Npo3payHblii
renb OT CBETJO-KENTOrO IO XKEJTOro LBETa,

CBOOOAHBIN OT NOCTOPOHHUX HYaCTHULL.

Ne | Test/Ilokazateinn Result / PezyabraTnl 'Specification / Hopma
1 Appearance / Onucanue (Clear homogenous light yellow gel, free  Clear homogenous light
from particulate matter / OnHOpOAHBIHA }yellow to  yellow gel, free  from

| 5
;CBOGOI[HBII/I OT MOCTOPOHHUX YaCTHI.

2 Identification by HPLC /
fI/IueHTndeaunﬂ (BIKX)

3 Weight of package
contents Macca
COOePKUMOr0 YHAKOBKH

Complies as prescribed / CoorBerctByer The retention time of the main peak in the

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  yAepKHBaHUA OCHOBHOrO MHKa Ha
XpoMarorpaMme  HCHOBITYEMOro  pacTBopa
JLOJIZKHO COOTBETCTBOBATH BpeMeHH
yAepKUBAHIA OCHOBHOTO fiKa Ha
XpoMarorpaMme  pacTsopa  CTaHAApPTHOrO
obpasua HUMECYnuaa (pasnen
«KomiyecTBeHHOE Onperenenie»)

51g/Slr

4 |pH

5.6

‘According to the requirements. Not less than
50 g / B coorBercTBuM ¢ TpeboBanusmu. He

menee 50T
|

4.610 6.0/ 0T 46 10 6,0

Remarks : The Product conforms to ND/
Ipumevanne: [IponaykT cooTBETCTBYET TpedoBauusam HJI

Conclusion : APPROVER /
3akiouyenune: OJOBPEHO

Hara: 11.02.2025

Hara: 11.02.2025

Prepared by / Checked by / Approved by: Managerf]j:' cutive /
ITonrororneHo: Sarita IIposepeno: Santosh Kumpar Onobpeno: Menemxep //Pykosoajrerb

g, / Maurya ﬁ Abhishek Chauhan '
Reprint Date / Reprint Date / Reprint Date /

JHara: 11.02.2025

Ragicterad Office: 8-3-327, Read Mo 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tal +01 40 4500 2905, Fax. +01 30 4900 2999, Email: mail@drreddys.com

CIN: L351535AP1934PLCO04S07
www,crreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unil-6

Vill. ®hot, Malagarh Road, Baddj,

Distt. Solan, H.P, 173 205, INDA
Tei: +91 88166 56001-02

www drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUGHKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Mpoayxr: Haiiz®, rens mis HapyxHoro npuMenenus 1%, 50 r

Market / PoiHok ¢ Russia / Poccus

Batch No./ . V250058 Batch Quantity / . 23530.00 units /

Cepus Ne ’ Pasmep cepuu © 23530.00 exunun
Analytical RepOft No./ . 040002800606 Date of Analysis / . 11.02.2025
AHaguTnyeckui oryer Ne JlaTa aHaau3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

Jata npoussoacraa Togen o

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
Junen3zusa Ne

Analysis performed according ND No / Anaau3 uposeien no HJI Ne: JITT-Ne(001198)-(PI'-RU)-290323

5

Related substances /PoacTBeHHBIE IPUMECH

1) Impurity A / [Ipumech A
2) Impurity B / [Tpumecs B

3) Impurity C/ IIpumecs C

4) Impurity D / [Tpumecs D

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

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.04 %) / Huxe
npenesna KOJHYeCTBEHHOTO ONpeaeneHus
KO =0.04 %)

Below LOQ (LOQ = 0.04 %) / Hrxe
npeaena KOJUYeCTBEHHOTO ONpeaeneHns
(TIKO = 0.04 %)

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

INot detected / He oOHapyxeHa
Not detected / He oOHapyxeHa

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

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

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

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

Remarks : The Product conforms to ND/
Ipumeyanne: IIponyxr cooTBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenue: QJJOBPEHO,

Prepared by / Checked by / Approved by: Manager/Exegltive /
[Toarororneno: Sarita [Tposepeno: Santosh Kumar Onobpeno: Menemxep / Pykoeomaytenb
i;;)/ i Maurya Abhishek Chauhan -
fasisns
Reprint Date / Reprint Date / Reprint Date /
Jarta: 11.02.2025 Jara: 11.02.2025 Hara: 11.02.2025

Popistered Office: 8-2-337, Roaa Mo. 2, Banjara Hills, Hyderabad - 5006024, Telangana, Indiz

Tel: 491 10 4800 2800, Fax:
1

CiM: L

\\\\\\

1
195AP1984PLCON4S0Y
v direddys.com

10 4900 2099, Emailis mail@drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bacldi,

Distt. Soizn, H.P, 173 205, INDIA

Tol - +91 93166 56001-02
Weiw, g rreddysicon
CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Hpoayxr: Haitz®, rens ana HapyxHoro nmpuMeHeHus 1%, 50 r
Market / PoiHok : Russia / Poccust
Batch No./ . V250058 Batch Quantity / . 23530.00 units /
Cepus Ne ) Pasmep cepuu ' 23530.00 exuHuHIY
Analytical Repog‘t No./ . 040002800606 Date of Analysis / . 11.02.2025
AHanquTHuyeckMii oTuet Ne JlaTa ananusa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
JlaTa npon3BoacTBa T'open 10
Mfg. License No. /
HpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JuueH3usa Ne

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

)} Highest Unknown
Impurity / Ennanunas
HEHAEeHTHPHLMPOBAHHA
s NpUMech

8) Total impurities /
Cymma npumeceit

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

Below LOQ / Huxe npenena
KOJTMYECTBEHHOTO ONpee/IeH s

peaeiia KOMH4YeCTBEHHOIo ONpEACTCHUA

17) Not more than 0.2 % / He Gonee 0,2 %

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

Microbial contamination / Mukpo0uoaoruueckas 4ucToTa™

Total aerobic microbial
count / O0lee KOTUYECTBO
PKH3HECTIOCOOHBIX
23pOOHBIX
MUKPOOPTaHH3MOB

Total combined
yeasts/molds count /
O6b11ee 9uCNo JPOIOKEBBIX
U IJIECHEBBIX TPUOOB
Pseudomonas aeruginosa

Staphylococcus aureus

NA

NA

NA
NA

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/ OrcyTctBue B 11

Absent in 1 g/ OtcyrcrBue B 1 1

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanusam HJI 3akawyenne: OJOBPEH®
Prepared by / Checked by / Approved by: Manager/Executive /
IToxroropneHo: Sarita [Tposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoapTes
(L Maurya Abhishek Chauhan P
Reprint Date / Reprint Date / Reprint Date /
JHara: 11.02.2025 Hata: 11.02.2025 Jara: 11.02.2025
Rogictered Office: 8-7-337, Road No. 2, Banjara Hilis, Hyderabad - 500034, Tetangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mzaihi@drreddys.com

CiN, LES1954P1984PLC001507

www,direddys.com
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Dr. Reddy's Laboratories i_td.
Formulation Unit-6

Viil. ¥hol, Malagarh Road, Baddij,

Distt. Soian, H.R, 172 205, INDIA
Tei:+91 981606 56001-02

wwwdireddys.com
CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A
Product: Nise gel 1%, 50 g
Tlpoayxr: Hait3¥, rens anst HapyskHoro npuMeHenus 1%, 50 r
Market / PolHoK : Russia / Poccus
Batch No. / Batch Quantity / 23530.00 units /
: V250058 :

Cepus Ne Pazmep cepun 23530.00 egnuuu
Analytical Report No./ 40007800606 Date of Analysis / 11.02.2025
AHanuTH4ecKHi oTdeT Ne JlaTa ananuza -
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
JlaTa npou3sBoACTBA T'oaen g0
Mfg. License No. /
IIpoussoacTBeHnas : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
JHueH3un Ne

Analysis performed according ND No / Ananus aposened no H/ Ne: JITI-Ne(001198)-(PT"-RU)-290323

J39.0 to 11.0 mg of C;3H,2N20sS (nimesulide)
per 1 g of the product. /

019,0 no 11,0 mr C;3H12N205S (Humecynun)
B 1 r npenapara

50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and

7 Assay / KosimyecTBeHHO® 9.98 mg/9.98 mr
onpejesicHUe
8 Package / YnakoBka
patient information leaflet (package insert) in a carton. /

[To 50 r B TyOy U3 TaMHHHAPOBAHHOIO AJIOMHHUS, CHAOKEeHHYIO0 MeMOpaHoH s
KOHTPOJIsl TEPBOro BCKpbiTHs. 110 1 TyGe B Nauky KapTOHHYIO ¢ HHCTPYKLUHEH no
MPUMEHEHHIO (JINCTKOM-BKIIQJBILIIEM ).

* 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 MPOU3BOAMTENEM IIPH BBIIYCKE NEPHOIHYECKH (C HHTEPBAIOM B OJHO UCTbITaHKe Ha 20 cepuil unu He meHee 1
paza B roa). [TokazaTens MoxxeT OBITb HE BKIIOUYEH B cepTUduKaT ananuza GHPMBI.

Nimesulide / Humecynin

API name (INN) / AOC (MHH):

API manufacturer batch number /
Homep cepuu npousBoautesisa ADC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
HomMep cepuu cyOocrannuu npoussoautens I'JIdD:

FERAO00716

API Manufactured by & country/
Ipoussoautenr ADC, cTpana:

Mangalam Drugs and Organics Ltd., India /
Masnranam Jpar3 sua Opranuxc JIta., Uanus

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IMpumeyanne: [Ipoaykt cooTBeTcTBYET TpebosaHusam HJ{

3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Mana gerf'Ea}; cutive /
[Moarorosneno: Sarita [IpoBepeno: Santosh Kumar Onobpeno: Menemxep / Pykosomurenb
) Maurya Abhishek Chauhan __ 7'
— =
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.02.2025 Hara: 11.02.2025 Hara: 11.02.2025
Pegisterad Office: 8-2-337, Poad No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel +91 50 49C0 2900, Fax: +971 40 4900 2929, Email: mail@drreddys,com

Cliv:

SAP1984PLCOO4SNY

ww.drreadys.com




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

e
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
Ipoayxr: Haiiz¥, rens ans napyxHoro npumeHerus 1%, 50 r

Market / PuiHOK : Russia / Poccus

Batch No. / . V250058 Batch Quantity / . 23530.00 units /

Cepusa Ne ) Pazmep cepun " 23530.00 equuun

Analytical Repovrt No./ . 040002800606 Date of Analysis / . 11.02.2025

AHanuTHYecknii oTyeT No JlaTa anaanza ]
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

JaTa npou3BoacTBa TogeH ao

Mfg. License No. /

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

auuen3usa Ne

Analysis performed according ND No / Anauus nposeaed no HJ Ne: JITI-Ne(001198)-(PC-RU)-290323

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 / [poussoacTeeHHOE noapasaeneHne-6, Bumnamx Kxons,
HaumeHoBaHue, afpec H HOMep JHUEH3HH Hanarapx Poyn, banau, Conan ductpukr, X.I1. 173205, Unnus
IJIOINAAKH, OCYUIeCTRIsIOIei (JTuuenzust Noe 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».

3aka0uenue 0 cooTBeTcTBHM: «HacTosmmm st moaTBEpIKAalD, YTO NPHBEACHHas Bbllle HHGOPMALMS ABJIAETCS
JIOCTOBEPHO# M TOUYHOM. DTa cepus NMpPOAYKUWM MpOW3BeAeHa (BKIIOYas YNMAakoBKY (MapKHPOBKY) M KOHTPOJIb
KayecTBa) Ha BBIIIEYKA3aHHOW NPOM3BOJCTBEHHOH Mioinajke (IUIOIAAKax) B [OJIHOM COOTBETCTBHH C
TpeboBauuamu IlpaBui Hadjexalued NpoW3BOACTBEHHOM NpakTUku EBpasuiickoro skoHommueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabpsa 2022) u TpebOBaHUAMH KOHTPOJIA Ka4E€CTBA JIEKAPCTBEHHBIX CPEJICTB,
a TaK)e B COOTBETCTBHM CO CHELMPHUKALMAMYU, COASPKALUMHUCA B PErUCTPALMOHHOM J0Che CTpaHbl-UMIIOPTEpA.
3anucy 1o NPOU3BOACTBY, YIIAKOBKE U aHAJK3Y [POBEPEHbl, U YCTAHOBJIEHO X COOTBETCTBHE TpeboBaHuaM [Ipasun
HaJjexalleil pou3BOJCTBEHHON MpakTUKU EBpa3zuiickoro 3KoHOMHUYECKOI0 COH3an.

Remarks : Tle Product conlors (o ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykr cooTBercTBYeT TpeboBanuaM HJJ 3axawuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioprorosneno: Sarita Iporepeno: Santosh Kumar Onobpeno: Menemxep / yxos(mmenb
e~ Maurya @_/ Abhishek Chauhan =
=
Reprint Date / Reprint Date / Reprint Date /
Jara: 11.02.2025 Hara: 11.02.2025 Hara: 11.02.2025

Perisiered Office: 3-2-237, Road No, 3, Banjara Hills, Hyderabad - 500024, Telangang, India
Tal, +971 40 4900 2200, Fax. +91 20 4000 2099, Email: mail@direddys.com
Ol LSE195APISSAPLCO2AS0Y

wwywarieadys.com




