Dr.Reddy’s Q':’

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A
[Product: Nise gel 1%,50 g
Ipoaykr: Haiis™, rens ans vapysxuoro npumenenus 1%, 50 r
Market / Prinok : Russia / Poccus
Batch No. / . V240011 Batch Quantity / . 23530.00 units /
Cepus Ne ) Pa3mep cepuu " 23530.00eauHnI
Analytical Repovrt No./ . 040002767639 Date of Analysis / . 26.12.2024
AHaJauTHYecKHIT oTYeT Ne Jara anaanza -
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027
Jara npos3soacTBa Togen go
Mfg. License No. / '
IlpouseoacTBeHHAs : MNB/05/263 IMA pumber: / Homep PY : JIII-Ne(001198)-(PI-RU)
Juuen3usa Ne I
Analysis performed according ND No / Ananus nposenen no H/T Ne: JITT-Ne(001198)-(PI'-RU)-290323

i'j‘{'g Tes_i / IlokazaTesb ' Result / Pe3yibraThbl | Specification / Hopma

1 ' Appearance / Onucanne |Clear homogenous light yellow gel, free Clear homogenous light
from particulate matter / OTHOpOAHBIH yellow to  yellow gel, free from
[PO3pauHBIH relb CBETINO-KENTOro IBeTa, particulate matter / OXHOPONHBIH NPO3paUHbIii
CBOOOMHEIM OT TOCTOPOHHUX YACTHL,. relb OT CBETJO-XKENTOr0 A0 KENTOrO LBETa,

, - CBOOOJHBIH OT MOCTOPOHHHX YACTHI. |

IZ Identification by HPLC / |Complies as prescribed / CootetctByer The retention time of the main peak in the
HNaentnduxanus (BIXKX) rpebopanmsm chromatogram of test solution should

correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
BpeMs ynepXUBaHHA OCHOBHOI'O INHKa Ha
IXpoMaTOrpaMME€  HCMBITYEMOTO  pacTBopa
TIOJOKHO COOTBETCTROBATH BpEMEHH
yAep)KUBaHHS OCHOBHOTO nuKa Ha
XpoOMaTorpaMMme  pacTBOpa  CTaHZAPTHOrO
0bpazua HUMeCyNna (paznmen

L «K0M4ecTBEHHOE ONPEIETIEHHE)

3 Weight of package S0g/50r According to the requirements. Not less than
contents Macca 50 g/ B coorBerctBHU ¢ TpeboBaHusAMH. He
CO/IEPIKHMOTO YNAKOBKH | menee 50 T

4 pH | 5.7 4.6 10 6.0 /07 4,6 10 6,0

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipogykt cootseTcTBYET TpeboBanusm HII 3axmouyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh Rana IIpoBepeno: Santosh Kumar Onobpeno: Mernemkep / PykoBonutesnb

Maurya % Amit Kumar x( L

et . ===

Reprint Date / Reprint Date / Reprint Date / . |
Hara: 26.12.2024 Hata: 26.12.2024 Hara: 26.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangzna, india
Tel. +83 40 4900 2900, Fax: +91 40 4900 2999, Email: mali@drraddvs.com

CIN: 1.85135AP1984PLC004507
www.crreddyvs.com




Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd.
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

CEPTUD®UKAT AHAJIM3A

Product: Nise gel 1%, 50 g
Ipoaykr: Haiis®, renb juist HapyxHoro ripuMeHenus 1%, 50 r

Market / Prinok : Russia / Poccus

Batch No. / . V240911 Batch Quantity / . 23530.00 units /

Cepus Ne ’ Pasmep cepun © 23530.00equHun
Analytical Repovrt No./ . 040002767639 Date of Analysis / . 26.12.2024
AHanuTn4eckni otuer Ne JlaTa aHa/nu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

Jara npousBoacTBa I'onen o

Mfg. License No. /

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

5

Related substances /PoacTBeHHbIE NPUMECH

1) Impurity A / I[Ipumecs A
2) Impurity B / ITpumecs B
|

13) Impurity C / Ilpumecs C

4y Impurity D / Ilpumecs D

5) Impurity E / IIpumecs E
6) Impurity F / Ilpumecs F

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.04 %) / Hixe
npejena KOJIU4eCTBEHHOTO ONpPeACTICHUS
(ITKO =0.04 %)

Below LOD (LOD =0.01 %) / Huxe
npenena obHapyxenus (I10 = 0.01 %)
Below LOQ (LOQ = 0.06 %) / Hmxe
rpejiesia KONNYeCTBEHHOro ONpeAeIeHHs
(ITKO = 0.06 %)

0.08%
Not detected / He oOHapyxeHa

/

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

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

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

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

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

ITpumeuanue: IIpogykr coorseTcTByeT TpeboBanusM HJI 3akmwouenne: OJJOBPEHO

Prepared by / 1 Checked by / Approved by: Manager/Executive /

TloarorosineHo: Pravesh Rana [Iporepeno: Santosh Kumar Onobpeno: Menemkep / Pykosogurenn
_ | Maurya %;_ Amit Kumar . /,\/ ;

Reprint Date / Reprint Date / Reprint Date/ V

Hara: 26.12.2024 Hata: 26.12.2024 Hara: 26.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +91 40 4900 2500, Fax: +81 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘:

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.coimn

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Nise gel 1%, 50 g

Mpoaykr: Haits™, renp ana napyxHoro npumenenns 1%, 50

Market / Puinok : Russia / Poccus

Batch No. / . V240911 Batch Quantity / . 23530.00 units /

Cepusi N : Pasmep cepuu © 23530.00eanHML
Analytical Repovrt No./ . 040002767639 Date of Analysis / . 26.12.2024
AuanuTndeckuii oruet Ne JlaTa aHaau3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

Jara npoM3B0ACTBA _ |Topen no

Mfg. License No. /

IIpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JHUeH3ust Ne

Analysis performed according ND No / Anaaus nposenent no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323

7) Highest Unknown
Impurity / EnuHnuHas
HeuZieHTH(PULHpOBaHHA
sl IPUMECh

8) Total impurities /

CymMa npumMecei

Below LOQ (LOQ = 0.1 %) / Huxke
npeﬂena KOJIHUECTBCHHOI'O onpeaeneHI/m

KO = 0.1 %)

0.1%

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

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

o Microbial contamination / Mukpo6uosioruyeckass 4ucTora*

Total aerobic microbial
count / Ob1iee KOMUUYECTBO
PKH3HECTIOCOOHBIX
23pOOHBIX
MHKPOOPraHU3MOB

Total combined
yeasts/molds count /
O061Liee YUCIO I PONKEBBIX
Y IIJIeCHEBBIX pUbOB
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

\
\rAxbsent in 1 g/ OrcytcTBUE B 1 T

|Absent in 1 g/ OrcyTcTBue B 1 1

Remarks : The Product conforms to ND/
IMpumeuanne: ITpogykT cooTseTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axkiawuenue: OJJOBPEHO

Prepared by /
IToarotosneso: Pravesh Rana

Checked by /
IIpoBepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
OpnoGpeno: Menemxep / PykoBoautenb

Reprint Date /
Jlara: 26.12.2024

Reprint Date /
Jara: 26.12.2024

Amit Kumar /‘x( ;

Reprint Date /
Hara: 26.12.2024

Registered Office: 3-2-237, Road No. 3, 2anjara Hills, Hyderabad - 500034, Telangana, india
Tef. +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com
CIN: L85135AP1984PLLCO04507

www.drreddys.com




Dr. Reddy's Laboratories |d.

e Formulation Unit-6
? \ l ‘ ¥
Dr. Red dy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
B Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
www. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
Ipoaykr: Haiis™, ress ans vapy:Horo npumenenus 1%, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / Batch Quantity / 23530.00 units / |
: V240911 :

Cepust Ne Pa3zmep cepuu 23530.00eaunny

Analytical Repovrt No./ . 040002767639 Date of Analysis / . 26.12.2024

AHanuTHYecKHii oTuet Ne JlaTa aHaausa -

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JlaTa npon3BoACTBA - __|T'open o

Mfg. License No. /

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

Jnuuenzus Ne

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

7 iAssay / KonudecTBenHoe | 10.09 mg/ 10.09 mr 9.0 to 11.0 mg of Ci3H12N20sS (nimesulide)
per 1 g of the product. /

Ot 9,0 10 11,0 Mr Ci3H2N205sS (Humecynun)
[ - B 1 r npenapata
8 Package / YnakoBka 150 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
ipatient information leaflet (package insert) in a carton. /

[[To 50 r B TyOYy W3 JaMHHHPOBAHHOTO AFOMUIHIISL, CHAOXKEHHY0 MEMOpaHO# as .
‘KOHTpOJ‘lfl niepsoro BekpbIThs. 1o 1 Tybe B MavuKy KapTOHHYIO C HHCTPYKIKEH 10 |
‘anMeHeHmo (JIHCTKOM-BKJIA/IBILIEM). J

onpeaeeHue

* 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./

* TIpOBOAMTCS MPOU3BOIUTESIEM NPH BBIITYCKe MEPHOIMIECKH (C HHTEPBANOM B OJIHO UCTIBITaHUE Ha 20 cepil MK He MeHee 1
pasa B rox). [Tokazarens MOKeT GbITH He BKIIOYEH B cepTHRHKAT aHanu3a GUPMEL

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

API manufacturer batch number / NMS/14100698

Homep cepun npoussogurteasa APC:

FP Manufacturer API Batch number / FERA00618

Homep cepuu cy6eTanmun npou3poaurtess 'JIdD:

API Manufactured by & country / Aarti Drugs Ltd., India /

IIponseoaurens ADC, cTpana: Aaptu lparc JIta., Unaus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusaM HJL 3akuaouenue: OJOBPEHO
Prepared by / | Checked by / Approved by: Manager/Executive /
[Toarororneno: Pravesh Rana/. " | TIposepero: Santosh Kumar Onobpeno: Menemxkep / PykoBoauTeib

’ Maurya Amit Kumar

Reprint Date / Reprint Date / Reprint Date / U
Hara: 26.12.2024 JlaTa: 26.12.2024 Hara: 26.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddvs.com
CiN: L85135AP1984PLCN04507
wwwy.drreddys.com




Dr. Reddy's Laboratories Ltd.
, q.. @ Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
DI'. Reddy S o Distt. Solan, Hi 173 205, INDIA

Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Ipoaykr: Haiiz®, rens and Hapyxnoro npumenenus 1%, 50 o

Market / Puinok : Russia / Poccus
[Batch No. / Batch Quantity / 23530.00 units /
1 V240911 :
Cepus Ne Pazmep cepuu 23530.00equHMI
Analytical Repovrt No./ . 040002767639 Date of Analysis / . 26.12.2024
AHanuTu4ecKkuii oTuer Ne o JlaTa anaau3za e |
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027
JlaTa npom3BoAcTBa Togen go |
Mfg. License No. /
IIpouspoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
Jauuenzns Ne

Analysis performed according ND No / Ananus nposenen no HJ Ne: JITT-Ne(001198)-(PI-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 / IIpousBoacTBeHHOE MoApasaeneHue-6, Bumnamk Kxonp,
HamnmeHnoBaHHue, aapec U HOMep JHUCH3HH Hanarapx Poya, bamau, Conau nctpuxt, X.I1. 173205, Muaus
JIOIIAIKH, OCyIIeCTBAAIOII e (JIunenzus 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».

3ak/ar04eHHe 0 cOOTBeTcTBHH: «HacTodluM st MOATBEPXAal0, YTO NMpPUBEJEHHas BbIlle MHPOPMALUA ABIAETCSA
JIOCTOBEPHOM M TOYHOM. DTa cepust MPOLYKLMH NpoM3BeleHa (BKNOYas yNakoBKy (MapKUPOBKY) M KOHTPOJIb
KAuecTBa) Ha BhIIEYKA3aHHOW MPOM3BOACTBEHHOH Tuomanke (Molankax) B IIOJHOM COOTBETCTBMH C
TpeGoBanuamu [IpaBun Hajuiexaiuei NpOW3BOACTBEHHOH MpakTHKM EBpasuiickoro sxonomuveckoro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) u TpeObOBaHUAMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEJICTR,
a TAaKOKe B COOTBETCTBHH CO CIEUQUKALMAMHU, COASPXKAMMHUC B PEFMCTPALIMOHHOM JI0CLE CTPaHBI-UMIIOPTEpA.
3anucy 1o NpoU3BOACTBY, YIAKOBKE U aHAJNK3Y MPOBEPEHBI, U YCTAHOBJICHO X COOTBETCTBHE TpeboBaHUAM [IpaBun
HaJUIexalleil Ipou3BOACTBEHHOM NpakTuKY EBpa3zuiickoro 5JKOHOMHYECKOI0 COKO3ax.

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

Ipumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJL 3akarwuenue: OJOBPEHO

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

Ioxrorosineno: Pravesh Rana [/ | IIposepeno: Santosh Kumar Opobpero: Menexep / PykoBoanTens
/ Maurya @3 Amit Kumar A~ < L=

Reprint Date / Reprint Date / Reprint Date / '

Hara: 26.12.,2024 Jara: 26.12.2024 Jara: 26.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +#91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLC004507
www.drreddys.com




