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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Nise gel 1%, 50 g

Mpoaykr: Haitz", rens ans napyxsoro npumenenns 1%, 50 ¢

Market / Poinok

: Russtia / Poccust

Batch No./ . V240412 Batch Quantity / . 18627.0 units /

Cepus Ne : Pasmep cepuu " 18627.0eamuun
Analytical Repog‘t No./ . 040002569336 Date of Analysis / . 24.06.2024
AHanuTn4yeckuii oTyer Ne JlaTa anannsa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027

Hara npon3goacTea T'ogen oo

Mfg. License No. /

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

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

Ne | Test / Iloka3arennb

Result / Pe3yabTaThl

| Specification / Hopma

1 Appearance / Onucanue

Clear homogenous light yellow gel, free
from particulate matter / OgHOpoAHBIi
MpO3pauHblit rejib CBETI0-XKENTOro [IBETA,
CBOOOHBIM OT ITOCTOPOHHUX YACTHII.

Clear homogenous light
yellow to  yellow gel, free from
particulate matter / OJHOPOAHBINA NPO3PAUHbIH
FeNb OT CBETJIO-KENTOrO O JKENTOro ILBETA,
cBOGOIHBIH OT TOCTOPOHHUX YACTHIL.

I3

Identification by HPLC /
Naentudpukamus (BIXKX) Tpebopanusm

Complies as prescribed / CooTBeTCTBYET

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 nimesulide
reference standard solution (section Assay). /i
Bpemsi ynepuBaHHST OCHOBHOIO ITHKa Ha
XpOMaTorpaMMe  HCHBITYEMOTO  pacTBOpa
JIOTDKHO COOTBETCTBOBATb BpeMEHU
yIepKHBAHMS OCHOBHOTO HHKa Ha
|xpoma'rorpaMMe pacTBopa  CTaHZApTHOTO
obpasua HUMeCYNHIa (paznen
«KOJINYECTBEHHOE ONPEAETICHHE)

3 ‘Weight of package
contents Macca

4 pH

COACPKHUMOIo YOAKOBKH

4.6106.0/014,6 10 6,0

According to the requirements. Not less than
50 g / B cootBercTBUM ¢ TpeboBanusMu. He
MeHee SUT

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoaykT coorBeTcTBYET Tpebopanusam HJJ

Conclusion : APPROVED /
3axarouyenue: OJJOBPEHO

Prepared by /

Checked by /

[onrorosneno: Ankit //])/ ITpoeepeHo: @Th/a}kur

Approved by: Manager/Executive /

Onobpeno: Menenxep / PykoBoautens W
|

Manoj Kumar

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Hara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, 2anjara Hills, Hyderabad - 500034, Telangana, india
Tei: +51 40 4908 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
Hpoaykr: Haii3®, rens mis HapyskHoro npumeHenust 1%, 50 r

Market / Poiok : Russia / Poccust

Batch No./ . V240412 Batch Quantity / . 18627.0 units /

Cepus Ne i Paszmep cepuu " 18627.0eaunun
Analytical Repovrt No./ . 040002569336 Date of Analysis / . 24.06.2024
AHanuTHdeckuii oTyer No JlaTa aHanusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027

Jara npousBoacrsa I'oaen go

Mfg. License No. /

IIpomssoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)~(PI'-RU)
JuueH3nsi Ne

Analysis performed according ND No / Ananus nposeaed no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323 B

5 Related substances /PogcTBeHHbIe TPpUMECH

1) Impurity A / ITpumecs A [Below LOD (LOD = 0.02%) / Huxe 1) Not more than 0.2 % / He 6onee 0,2 %
npenena obnapyxenus ([10 = 0.02 %)

2) Impurity B / IIpumech B [Not detected / He o6Hapy»xeHa 2) Not more than 0.2 % / e 6onee 0,2 %

8) Impurity C / ITpumeck C [Not detected / He o6HapyxeHa 3) Not more than 0.2 % / He 6onee 0,2 %

4) Impurity D / Tlpumecs D [Below LOD (LOD = 0.02%) / Huxe 4) Not more than 0.2 % / He 6onee 0,2 %
npeaena odHapyxenus (I1O = 0.02 %)

5) Impurity E / TIpumecs E [Not detected / He oGHapyKena 5) Not more than 0.2 % / He 6onee 0,2 %

6) Impurity F/Ilpumech F ot detected / He o6l apyena 6) Not more than 0.2 % / ue 6onee 0,2 %

. 7) Not more than 0.2 % / He 6onee 0,2 %
7) Highest Unknown Below LOQ (LOQ = 0.1 %) / Hike

Impurity / Equnnunas

HeWeH I pUIMpOBARHA Mpesena KONHYECTBEHHOTO OIPEACTICHHSI
(TIKO = 0.1 %)

s IPUMECH

Below LOQ / Hike npenena 8) Not more than 1.5 % / He 6onee 1,5 %

KOJHUUYCCTBCHHOI'O ONPEACICHUSA

8) Total impurities /
CyMMa mpuMecei

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

IIpumeuyanne: [IpoayKT cooTBeTCTBYET TpeboBaHusM HJJ 3akimouenue: OJJOBPEHO

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

[Moarorosneno: Ankit /i/ Hpoaepeu&a}' hakur Ono6peno: Menemxep / Pykooautens M
Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.06.2024 Hara: 24.06.2024 Iata: 24.06.2024

Registerad Office: 8-2-337, Ruad No. 3, Banjara Hills, Hyderabad - 500034, lelangana, india
Tel. +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: 1.85135AP1984pPLCO04507
www.drreddvs.com




Dr.Reddy’s ‘,’:‘

Dr. Reddy's Laboratories Lid.
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

CEPTUO®UKAT AHAJIM3A

Product: Nise gel 1%, 50 g

I poaykr: Haiis®, rens anist HapyxkHoro npumeHenns 1%, 50 r

Market / Poinox

: Russia / Poccus

Batch No./ . V240412 Batch Quantity / . 18627.0 units /

Cepus Ne i Pa3zmep cepun " 18627.0enuuun
Analytical Repo:‘t No./ . 040002569336 Date of Analysis / . 24.06.2024
Anaantudecknii oryet Ne Jarta ananu3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027

Hara npoussoacTaa T'onen o

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JuueH3us Ne

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

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/ OtcyTcTBUE B 1 T

Absent in 1 g/ OrcyrcTBUE B 1 T

|Fper 1 g of the product. /

9.0 to 11.0 mg of Ci3H2N20sS (nimesulide)

|OT 9,0 1o 11,0 mr C3H12N20sS (Humecynun)

B 1 r npenapata

6 Microbial contamination / Mukpo6uosoru4yeckasi YueTora*®
Total aerobic microbial
count / Ob1iee KOJIMYECTBO
KH3HECTIOCOOHBIX Less than 10 CFU/g/
a’poOHBIX Menee 10 KOE/r
MHKPOOPraHH3MOB
'Total combined Less than 10 CFU/g/
yeasts/molds count / Menee 10 KOE/r
Ob11ee YUCIO APOAGKEBBIX
H TUIECHEBBIX IPUOOB
Pseudomonas aeruginosa Absentin 1 g/ OtcytctByeTB 1 T
Staphylococcus aureus Absentin 1 g/ OrcytctByeT B 1 T
7 Assay / KoinyecTBeHHOE 10.24mg / 10.24Mr
onpejaesicHHe
8 Package / YnakoBka
patient information leaflet (package insert) in a carton. /
MPUMEHEHHIO (JTMCTKOM-BKJI IBIILIEM).

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

[1o 50 T B TYOy M3 JaMUHHPOBAHHOTO ATIOMUHHSI, CHAOXKEHHYIO MeMOpaHoH 11
KOHTPOJIS MepBOTO BCKPbITHS. [To 1 Tybe B mauky KapTOHHYIO ¢ MHCTPYKLUEH 110

* 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/
Ilpumeuanne: [IpoayKT cooTBeTCTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akaoyenne: OTOBPEHO

Prepared by / Checked by /
ITonroroBneno: Ankit
/

HpOBepWThakur

Approved by: Manager/Executive /
Onobpeno: Mernemxkep / PykoBoautenb

Manoj Kumar

o]

Reprint Date/
Hata: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangzana, India
Tel: +G1 40 4903 2300, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

@
Dr. Reddy,s ‘... Vill. Khoi, Nalagarh Road, Baddi,
Y Distt. Solan, H.P., 173 205, IND}A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product: Nise gel 1%, 50 g
| Ipoaykr: Haii3®, renb junis HapysHoro npumenenus 1%, 50 r
Market / Poinok : Russia / Poccus
Batch No./ . V240412 Batch Quantity / . 18627.0 units /
Cepus Ne : Pa3mep cepun " 18627.0equnun
Analytical Repo:‘t No./ . 040002569336 Date of Analysis / . 24.06.2024
AHaJuTHYEeCKHUIi oTyeT Ne JlaTa anaausa
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027
JlaTta npousBoacTBa T'ogen oo
Mfg. License No. /
IlponspoacTBenHasn : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
JuueH3us Ne
Analysis performed according ND No / Ananus nposenen no HI Ne: JITI-Ne(001198)-(PI'-RU)-290323

* JIpOBOANTCA MPOU3BOLHUTENEM IIPH BBIITYCKE MEPUOANYECKH (C HHTEPBATIOM B OJHO MCIbITaHHE Ha 20 cepuii UM He MeHee 1
paza B roj). [Tokazatens MoxeT 6bITh HE BK/IIOYEH B CepTUdUKAT aHaM3a QUPMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS-1A-243009

Homep cepum npoussoautenst ADC:

FP Manufacturer API Batch number / FERA00251

Homep cepuu cydcTanunu npoussoautens I'JIdD:

API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /

IIpoussogutens ADPC, crpana: Manranam JIpars suj Oprasukc JIta., Uuaus
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 / ITpousBoacTBeHHOE oApa3aeneHue-6, Bunnamk Kxons,

HaumenoBaHue, aipec 4 HOMeP JTHLEH3MU Hanarapx Poyn, bannu, Conan Juctpukt, X.I1. 173205, Uuaus

IUTOLAKH, OCYIIECTBJSIIONI e (JIuuenzust 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.

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

IIpnmevanue: [IpoxgykT cooTBeTCTBYET TpeboBanusimM HJI 3axsaouenne: OJJOBPEHO

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

Ioarorosneno: Ankit ﬂ Hpoaepe?igijyhakur Onobpeno: Menemxkep / Pykosoguren @J
Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
Hara: 24.06.2024 Jara: 24.06.2024 Jara: 24.06.2024

Registered Office: 8-2-337, Road No. 3, 2anjara Hills, Hyderabad - 500034, Telangana, india
lel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLC0O04507
www.drreddvs.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

Tet : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

Product: Nise gel 1%, 50 g
Ipoayxr: Haiis®, ress muist HapyxxHoro npumeHedust 1%, 50 r

Market / Puinok : Russia / Poccus

Batch No./ . V240412 Batch Quantity / . 18627.0 units /

Cepus Ne ’ Pazmep cepuu " 18627.0equnnn
Analytical Report No. / . 040002569336 Date of Analysis / . 24.06.2024

AnanuTu Yeckuii orueT Ne JlaTra ananu3za

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027

Jlara npou3BoacTBa TI'ogen no

Mfg. License No. /

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

Analysis performed according ND No / Anaau3s nposeges no HJI Ne: JIIT-Ne(001198)-(PI'-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».

3akarouende 0 cooTBeTcTBHH: «HacTosAIMM s MOATBEp)KAAt0, YTO NPHBEACHHAs BbIlie MHGOpMALus SBIAETCA
JOCTOBEPHOM M TOUYHON. DTa cepHss MPOAYKLUMH Npou3BefeHa (BKIIouyas YMakoBKY (MapKHpPOBKY) M KOHTPOJb
KauecTBa) Ha BbIIIEYKAa3aHHONW MPOM3BOACTBEHHOM IUIomanke (MIOMaAkax) B IOJHOM COOTBETCTBHH C
TpeboBaHusaMU [IpaBun Hagiexamei NPOU3BOACTBEHHON NpakTUKU EBpasuiickoro skoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeGOBaHUAMHU KOHTPOJIS KaYeCTBA JIEKAPCTBEHHBIX CPEACTB,
a TakXe B COOTBETCTBMH CO CreLUM(PUKALMAMH, COACPNKALIMMUCA B PETUCTPALMOHHOM J10ChE CTPaHBI-UMIIOpPTEpA.
3anucy 1o MpoM3BOACTBY, YIIAKOBKE U aHAIU3Y MPOBEPEHEI, M YCTAHOBIEHO UX COOTBETCTBUE TpeboBaHMAM [IpaBun
Hajyiexaleil Mpou3BOACTBEHHOM NMPaKTUKU EBpa3uiCKOro 5KOHOMHUYECKOTO COIO3a».

Remarks : The Product conforms to ND/
IIpumeuanne: [ponykt coorsercTByeT TpeboBanusam H]I

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / - Checked by /
IToxnrorosneno: Ankit //1/, Hpoaep@'v"’ijay Thakur

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Manoj Kumar

g

Reprint Date / Reprint Date /
Jara: 24.06.2024 Hara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Negistered Offive. 8-2-337, Ruad Nu. 3, Bdiifara HIIls, Hydetabad - sUUUZ4, lelangznag, india
Tel. +G1 40 4900 2900, Fax: +91 40 4900 2929, Email: maii@drreddys.com
CIM: 1L85135AP1984PLCO04507

www.drreddvs.com




