Dr.Reddy’s Q':’.

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Nise gel 1%, 50 g

Mpoayxr: Haiis®, ress uist HapysxHoro npumenenus 1%, 50 r

Market / Poinok

: Russia / Poccust

JHneH3us1 No

Batch No./ . V240411 Batch Quantity / . 23263.0 units /

Cepus Ne i Pa3zmep cepun " 23263.0exunnn
Analytical Repovrt No./ . 040002568958 Date of Analysis / . 24.06.2024
Anannrrdecknii oryetr Ne JlaTa aHanu3a

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

Jarta npousBoacTBa T'ogen xo

Mfg. License No. /

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

Analysis performed according ND No / Anaau3 nposened no HJ Ne: JITI-Ne(001198)-(PT'-RU)-290323

npo3paqH1>11‘71 reJib CBETJIO-XEJITOro UBETA,
CBO60L{Hin7[ OT MOCTOPOHHHUX YaCTUL.

Ne | Test/ Iloka3aTeun Result / Pe3yabTaThl Specification / Hopma - |
1 Appearance / Onucanue [Clear homogenous light yellow gel, free  Clear homogenous light
from particulate matter / OAHOPOAHBII yellow to  yellow gel, free from

particulate matter / OXHOPOAHBINA MPO3pPaUHBIH

I
Tellb OT CBETJIO-KENTOro A0 KEJTOrO LBETa,
CBOGOMIHBII OT TOCTOPOHHUX YaCTHIL.

2 Identification by HPLC /
HUpentudpuxanus (BIXKX) rpebosanusm

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). /
Bpemsi yaepXuBaHWsT OCHOBHOT'O IMKa Ha

XpoMaTorpamme
JIOJKHO
YAEepKUBAHHS

XpoMaTorpaMmme
lobpazua

MCTIBITYEMOT'O
COOTBETCTBOBAThL
OCHOBHOTI'O
pacTBopa

HAMECYNH]a
«KonnuecTBEHHOE ONpEIEIEHHE)

pacTBOpa

BpEMEHU
nvKa Ha
CTaHJapTHOIO
(pazzen

3 Weight of package
contents Macca

4 pH

COACPIKHMOro ynakoOBKH

50g/50r

5.6

According to the requirements. Not less than
150 g / B cootBerctBUM ¢ TpeboBaHuamH. He

menee 50 r

4.6106.0/014,6 10 6,0

Remarks : The Product conforms to ND/
Ilpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanusaM H/T

Conclusion : APPROVED /
3akawuenne: OAOBPEHO

Prepared by /
IToxrorosieno: Ankit

-

Checked by /

Hpoaepew hakur

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens
Manoj Kumar

.

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Reprint Date /
JHata: 24.06.2024

Registered Office: 8-2-237, Road No. 3, 2anjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85135AP1984PLCO04507
wwwy.drrectdvs.com




Dr.Reddy’s Q,’:‘

Dr. Reddy's Laboratories Ltd.
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

CEPTUOHUKAT AHAJIU3A

Product: Nise gel 1%, 50 g
IpoaykT: Haiiz®, rens ans HapyKHOT:

o npuMeneHns 1%, 50 r

Market / Poinok : Russia / Poccust

Batch No./ . V240411 Batch Quantity / . 23263.0 units /

Cepus Ne } Pasmep cepun © 23263.0equHun
Analytical Repovrt No./ . 040002568958 Date of Analysis / . 24.06.2024
AHanuTHYecKHii oTueT No JMarta anannza

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

JlaTa npou3BoACTBA Togen g0

Mfg. License No./

IlpousBoacreenHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
anieH3ns Ne

Analysis performed according ND No / Auasus nposeaes no HI Ne: JITT-Ne(001198)-(PT-RU)-290323

5 Related substances /PoacTBeHnbie IpHMecH

1) Impurity A / [Ipumecs A
2) Impurity B / [Ipumecs B
3) Impurity C/ IIpumecs C

4) Impurity D / [Ipamecs D

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

7) Highest Unknown
Impurity / Equnnunas
HeuACHTUPUIMPOBaHHA
s IpUMech

8) Total impurities /
CyMmma npumMeceit

Below LOD (LOD = 0.02%) / Hyxe
npenena obHapyxkenus (I10 = 0.02 %)
Not detected / He 0OHapyxeHa

Not detected / He o6HapyxeHa

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

INot detected / He oOHapyxeHa
INot detected / He oOHapyxeHa

Below LOQ (LOQ = 0.1 %) / Huxe
rpeaocna KOJIMYECTBEHHOI'O OIPEACIICHUS
(TIKO = 0.1 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO ONpeleNeH s

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

5) Not more than 0.2 % / ve 6osee 0,2 %

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

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

Remarks : The Product conforms to ND/
Hpumeuanue: [TpoaykT cooTBeTcTBYET Tpebopanusam HJJ

Conclusion : APPROVED /
3axsouenue: OJOBPEHO

IMoarorosneso: Ankit

Prepared by / %) Checked by /
/-

IMposepeno:-Vijay-Thakur

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTesb
Manoj Kumar

Reprint Date /
Hara: 24.06.2024

Reprint Date /
Hara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, india
Tel: +51 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: 1.85195AP1984PLCO04507

wwye.drrecdys.com




Dr.Reddy’s Q_"."

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Nise gel 1%, 50 g

Ipoayxr: Haitz®, rens ana Hapy»xHoro npumenenuds 1%, 50 r
|A1poay 120 p

Market / PoiHok

: Russia / Poccus

JuueH3us Ne

Batch No. / . V240411 Batch Quantity / . 23263.0 units /

Cepus Ne ’ Pazmep cepunu ' 23263.0epuHnn
Analytical Repo:‘t No./ . 040002568958 Date of Analysis / . 24.06.2024
AnaanTHyeckuii oTyer Ne JlaTa aHanau3a

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

Hdata npoussoacTea T'open g0

Mfg. License No. /

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

Analysis performed according ND No / Auaju3 nposened no HJ/I Ne: JITI-Ne(001198)-(PT-RU)-290323

6 Microbial contamination / MukpoGHoI0rH4ecKas YacTOTa®

Total aerobic microbial
count / Obl1iee KOJIMYECTBO
PKU3HECITOCOOHBIX
a’pOOHBIX

| MHKPOOPTaHU3MOB

Total combined
yeasts/molds count /
Ob11ee YUCTO APOAOKEBBIX
U TJIECHEBBIX MPHOOB
Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absentin 1 g/ OrcytctByerB1r
Absent in 1 g/ OrcyTcTByer B 1T

7 Assay / KosinyecTBeHHOE
onpegeeHue
8 Package / YnakoBka

10.36mg / 10.36Mr

Not more than 10* CFU/g /
He 6onee 10> KOE/r

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

|
Absent in 1 g/ OtcyTtcTBUE B 1 T

Absent in 1 g/ OTcyTcTBHE B 1 T

9.0 to 11.0 mg of Ci3H2N205S (nimesulide)

er 1 g of the product. /

Ot 9,0 50 11,0 mr C13H12N20sS (Humecynun)

B 1 r npenapara

50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /
[To 50 r B TY6Y M3 TAMHUHUPOBAHHOIO ANFOMUHMU S, CHabXeHHYr0 MeMOpaHO# A
KOHTpPOJIS mepBoro BCkpbITHs. [1o 1 Tybe B nauky KapTOHHYIO C HHCTPYKLMEH Mo
[PUMEHEHHIO (JINCTKOM-BKIIQ/IBILIIEM).

* 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/
Ipumeuaunne: [Tpoaykr coorBeTcTBYeT TpeboBaHusam HJI

Conclusion : APPROVED /
3axaouenue: OJOBPEHO

Prepared by / ) Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankit //I Mposepeno: Vijay Thakur Opobpeno: Menemxep / PykoBoaurens
/ {2 &/J Manoj Kumar

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

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indiz

Tel: +61 40 4900 2900, Fax: +61 40 4300 2999, Email: maii@drraddys.com
CIN: L85135AP1984PLCO04507
wawvrdrreddys.com




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

Se
Dr. Reddy,s "... Vill. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
Ipoayxr: Haitz”, rens nist HapyxHoro npumedenns 1%, 50 r
Market / Puinok : Russia / Poccus
Batch No./ . V240411 Batch Quantity / . 23263.0 units /
Cepus Ne ) Paszmep cepuu " 23263.0eqnHuy
Analytical Repoyrt No./ . 040002568958 Date of Analysis / . 24.06.2024
AHanuTHHeCKHI oTueT Ne JlaTa aHanan3a
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2027
|[lata npoussoacTBa I'open no
Mfg. License No. /
IIpousBoacTBeHHASt : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT'-RU)
JuneHsus Ne
Analysis performed according ND No / Anaaus nposegen no H/I Ne: JITI-Ne(001198)-(PI'-RU)-290323

* [IpOBOAMTCS NPOU3BOJNTENEM [IPH BBIMYCKE MEPUOANUYECKH (C HHTEPBAJIOM B OAHO KCIbTaHKe Ha 20 cepril WK He MeHee 1
pa3sa B ron). Ilokazatens Moxer ObITH HE BKIIIOUYEH B cepTHdUKaT aHanu3a QUPMBIL.

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

API manufacturer batch number / NMS-1A-243009

Homep cepun nponsBoauTesa ADC:

FP Manufacturer API Batch number / FERA00251

Homep cepun cyGecTanuuu npouspogurtens I'JID:

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

IIponseoauTtens APC, crpana: Masnranam Jlpar3s aug Opranukce JIta., Unaus
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 / [IpousBoacTBeHHOE noapasaeneHue-6, Bunnamx Kxonb,

HaumenoBaHue, agpec H HOMep JHIEH3UH Hanarapx Poyn, bannu, Conan Quctpukt, X.I1. 173205, Muaus

IUVIOIIAAKH, OCYHIECTBAAIOLIE (JIuueHsus 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/ Conclusion : APPROVED /

IIpumevanue: IlpoaykT cooTBeTcTBYET TpeboranusmM HJL 3akmouyenue: OJJOBPEHO

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

IHoarorosneno: Ankit % IIposepeno; ¥ijay Thakur Onobpeno: Menemxkep / PykoBoguresns
/ C/dvjku Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jlata: 24.06.2024 Hara: 24.06.2024 Jlara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +81 40 4900 2900, Fax: +91 40 4300 2929, Email: mali@drreddys.com
CIN: L85135AP1984PLCO04507
wwe.drrecdys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Dr. Reddy's Laboratories |td.
Formulation Unit-6

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

Product: Nise gel 1%, 50 g

Tlpoaykr: Haits®, rene ans HapyxHoro npumeHenus 1%, 50

Market / PoiHok : Russia / Poccus

Batch No./ . V240411 Batch Quantity / . 23263.0 units /

Cepus Ne ) Pazmep cepuu " 23263.0equnny
Analytical Repog‘t No./ . 040002568958 Date of Analysis / . 24.06.2024

| AHaaHTHYecKHii oTueT Ne Jara ananu3a

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

Jlata npoussoacTBa Tonen go

Mfg. License No. /

ITpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JuueH3nst Ne

Analysis performed according ND No / Ananu3s nposeaed no HJ Ne: JITT-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».

3akjai04eHHe 0 coOTBeTcTBHH: «HacTosiuM s MOATBEPXKAl0, YTO MpUBEJEHHAs Bblle MHQOPMALIUA SABAAETCA
JOCTOBEPHOM M TOYHOW. DTa cepys NMPOAYKUMH NpOM3BENeHa (BKJIOYAs YMAKOBKY (MapKHUpPOBKY) M KOHTpOJb
KauecTBa) Ha BhHILIEYKA3aHHOW MPOM3BOJACTBEHHOM miomanke (TUowmankax) B TOJHOM COOTBETCTBHM C
TpeGoBanuamu [lpaBui Hajiexaineil MpoU3BOACTBEHHOM NpakTvku EBpasuiickoro skoHomuveckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsibpsa 2022) u TpebOBaHUAMH KOHTPOJIA KQUECTBa JICKAPCTBEHHBIX CPE/ICTB,
a TaK)Ke B COOTBETCTBUM CO crielU(pUKaLUIMH, COASPKAIIUMHUCA B PETHCTPAMOHHOM J0Che CTpaHbI-MMITOpTepa.
3anucy o POU3BOICTBY, YIAKOBKE U aHANU3y MPOBEPEHBI, H YCTaHOBJIEHO UX COOTBETCTBUE TpeboBanusam Ipasun

HajJIexaen I'[pOI/I3BOI[CTBeHHOI71 NMpaKTUKu EBpaSHﬁCKOFO OKOHOMHYECCKOTI'0 COrO3a».

Remarks : The Product conforms to ND/

IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusaM HJ

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

Prepared by / M Checked by /
Ioarorosneno: Ankit /4 ] - HPOBCPBHDWKLW

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurennb
Manoj Kumar

Reprint Date / Reprint Date /
Jata: 24.06.2024 JHara: 24.06.2024

Reprint Date /
Jlara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com

CIN: 1.85195AP1984PLCO04507
www.drreddys.com
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