Dr.Reddy’s "t’

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

Viil. Khol, Nalzgarh Road, Baddj,
Disti, Solan, H.P, 173 205, INDIA
Tol @ +91 95165 56G01-6G2

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTUSA

Product : Nise gel 1%, 20 g
| Dpoayxr: Haii3z™, reas 115 HapyxHoro npuMenenus 1%, 20 r
Market / Poinok : Russia / Poccust
Batch No./ . V240782 Batch Quantity / . 58000.00 units /
Cepusn Ne ) Pa3smep cepun " 58000.00eamumD
Analytical Repovrt No./ . 040002735890 Date of Analysis / . 25.11.2024
AHajauTudecknii orger Ne Hata aHaiusa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
Jarta npousBoJcTBa T'open mo
Mfg. License No. /
IpousBoacTBeHHas! : MNB/05/263 MA number: / Homep PY  : JII[T-Ne(001198)-(PI'-RU)
JuueH3usa Ne
Analysis performed according ND No / Ananus nposenen no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323

Ne | Test/Hokasarean

[ Result / PesyabTaThi

Specification / Hopma B |

particulate matter / OqHOpOIHBIN
MpO3padHbIii reJib XKENTOro LBETA,

|CB06OI[HbIﬁ OT IIOCTOPOHHUX YaCTHL. rejab OT CBETJIO-XKENTOro J0 XKEJIToro nBeTa,

1 | Appearance / Onucanne (Clear homogenous yellow gel, free from  Clear homogenous lightj

yellow to  yellow  gel, free  from
particulate matter / OZHOPOAHBIH NPO3pPaUHbIH|

cBOOOAHBINA OT NOCTOPOHHUX YACTHLL

2 [Identification by HPLC /

3 iWeight of packagze .
contents Macca
COIEPIKUMOr0 YIIAKOBKH

Complies as prescribed / CootBerctByer The retention time of the main peak in the
Uaentudurkanusa (BIKX) rpedopaHnam

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 yaepxuBaHHs OCHOBHOI'O THKa Ha‘
XpOMATOTpaMMe  MCOBITYEMOro  pacTBOpa

JOJKHO COOTBETCTBOBATh BPEMEHH
yIep>KHUBaHUsI OCHOBHOIO nuKa Ha
XpOMaTorpaMMe  pacTBopa  CTaHAApPTHOrO
obpaszua HUMecCYJnaa (paznen

«KonuuecTBeHHOE OMpelesIeHHEe)

21g/21lr

‘According to the requirements. Not less than
20 g / B cootBetcTBUM ¢ TpeboBaHuamU. He
mMenee 20T

Remarks : The Product conforms to ND/
IIpumeuanmue: IIpoaykT cooTBeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axniouenune: OJJOGPEHO

Prepared by /

Ioarororneno: Noor Mohammad

Checked by /
Tporepeno: Santosh Kumar

Maurya @

Approved by: Manager/Executive /
Onotpero: Menemxep / PykoRoautens

Amit Kumar /\( ;

Reprint Date /
Jara: 25.11.2024

Reprint Date /
Hata: 25.11.2024

Reprint Date /
Hara: 25.11.2024

, Banjara Hills,
a0 00 06n0

Hyderapad - 50024, Talangana, India

Eranil mailSdrreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A

Product : Nisc gel 1%, 20 g
Mpoaykr: Haiiz", renb 113 HapyHoro npuMeHenus 1%, 20 r

Market / Poivok

: Russia / Poccus

Batch No./ . V240782 Batch Quantity / . 58000.00 units /

Cepusi Ne ) Pasmep cepun " 58000.00exunun
Analytical Repovrt No./ . 040002735890 Date of Analysis / . 25.11.2024
AHajanTHYecKHii oTyeT Ne JlaTta aHaan3a

Date of Manufacture / . 112024 Date of Expiry / . 10/2027

Hara npouspoacTea ___Topen po

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY  : JITT-Ne(001198)-(PI'-RU)
JHuen3ua Ne

Analysis performed according ND No / Anaans nposeaen mo HJ Ne: JIII-Ne(001198)-(PT'-RU)-290323

4 pH

5.3

4.61t06.0/014,6 10 6,0

5 Related substances /PoacTBeHHbBIC IpHMeECH

l

A IMPAMECH

Cymma npumecei

1) Impurity A / Ilpumecs A
2) Impurity B / [Ipumecs B

Impurity C / Ilpumecs C
Impurity D / IIpumecs D 0.07%

6) Impurity F / Ipumecs F
7) Highest Unknown
Impurity / Ennauunas
HeuaeHTHHUUpoBaHHa |(TTKO = 0.1%)

)
)
5) Impurity E / [Ipumecs E
)
)

8) Total impurities /

0.1%

Not detected / He oOHapyxkeHa

Not detected / He oOnapyxeHa

Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He obHapyxeHa
Below LOQ (LOQ = 0.1 %) / Huxe
penena KOJIUYeCTBEHHOTO ONpeAeeHus!

1) Not more than 0.2 % / 1e 6onee 0,2 %
2) Not more than 0.2 % / e 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 % / He 6071ee 0,2 %

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

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

Remarks : The Product conforms to ND/
TIpumeyanmne: [TponykT cooTBeTCTBYET Tpebopanusam HJ

Conclusion : APPROVED /
3axaouenue: OJIOGPEHO

Prepared by /

Monratornero: Noor Mohammad

&5

Checked by /

Maurya

TTporepero: Santosh K

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

Amit Kumar b
N>

Reprint Date /
Hara: 25.11.2024

Reprint Date /
Jara: 25.11.2024

Reprint Date / v
Hata: 25.11.2024
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ormulation Unit-6
p".“\‘

I Khol, Malagar

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A

xr. Reddy's Laboratories L

i Road, Bad

Product : Nise gel 1%, 20 g
MpoaykT: Haiiz", rens 115 HapyxHOTO npUMeHenns 1%, 20 r

Market / Poinok

: Russia / Poccusd

Batch No./ . V240782 Batch Quantity / . 58000.00 units /

Cepua Ne ) Pasmep cepHil © 58000.00equnny
Analytical Repovrt No./ . 040002735890 Date of Analysis / . 25.11.2024
AHajguTHYecKHi oTueT Ne HNaTa ananusza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa nponsBoacTBa Topen ao

Mfg. License No./

IIpousBoAcTBeHHAN : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
JHueH3ust Ne

Analysis performed according ND No / Axaau3 nposenen no HJ Ne: JITI-Ne(001198)-(PT'-RU)-290323

6 Microbial contamination / Muxpo6HoJoruueckast 4ucToTa™

a5poOHBIX
MMKPOOPraHU3M
Total combined

|Staphylococcus aureus

Total aerobic microbial
count / Od11ee KOTUUECTBO
YKU3HECTTOCOOHBIX

OB

yeasts/molds count /
O011ee YHUCTIO IPOKIKEBBIX
U TUIECHEBBIX IPHOOB
Pseudomonas aeruginosa

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

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

Absent in 1 g/ OtcyTcTBYeTB 1T

Absent in 1 g/ OtcytcTByeT B 1 T

Not more than 10* CFU/g /
He 6onee 107 KOE/r

Not more than 10' CFU/g /
He 60s1ee 10' KOE/r

Absentin 1 g/ OtcytctBUE B 1 T

Absent in 1 g/ OtcyrctBue B 1 1

7 'Assay / KosnuecTBeHHOE 10.19 mg/ 10.19 mr
jompeaesienne
:8 Package / YnakoBka

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

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

01 9,0 no 11,0 Mr C;3H;2N>OsS (Humecynun)
B 1 r npenapara

Mo20rs Ty6y M3 JaMUHHPOBAHHOIO aMOMUHNS, CHabXXEHHYI0 MeMOpaHoi s
[KOHTPOJIS MepBoro BCKphITHsL. [1o 1 TyGe B MauKy KapTOHHYIO C HHCTPYKIHe#H no

[IPHUMEHEHHIO (JIHCTKOM-BKJIABIILEM).
1 -

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
Zakaoyenne: OJJOBPEHO

Prepared by /

0z

IMoarororneno: Noor Mohammad

Checked by /

posepeHo: Santosh Kumar
Maurya ‘i\

PRl A

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

Amit Kumar pex
Nz

Reprint Date /
Hara: 25.11.2024

Reprint Date /
Hara: 25.11.2024

Reprint Date/ !
Jara: 25.11.2024

W aredoys.com
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Dr. Reddy's Laboratories Lid,

Formulation Unit-6
Vil Khol, Malagarh Read, Bacidi,

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A

Product : Nise gel 1%, 20 g
| IMpoayxr: Haiiz", rens aas napyskHoro npumeHenus 1%, 20 ¢

Market / Poivok : Russia / Poccus

Batch No./ . V240782 Batch Quantity / . 58000.00 units /

Cepusa Ne ) Pazmep cepun " 58000.00egunun
Analytical Repovrt No./ . 040002735890 Date of Analysis / . 25.11.2024
AHanuTHYecKHii oT4eT No JlaTa anaanza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JaTa npousBoacTBa T'onen xo -
Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JguueH3uss Ne

Analysis performed according ND No / Auanus nposesen no HJI Ne: JITI-Ne(001198)-(PT'-RU)-290323

* 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./

* TIpoBOAMTCA MPOU3BOMTENEM MPH BBLIYCKE NEPHOANYECKH (C HHTEPBAIIOM B OJIHO MCTIbITaHKe Ha 20 cepwii Uil He MeHee 1
pasa B rox). [Tokasatesb MoXeT ObITb He BKIIOUEH B cepTHdHKAT aHanu3a GUpMBL

API name (INN) / A®C (MHH):

Nimesulide / Humecynnn

API manufacturer batch number /
Homep cepun npouspoaurens APC:

NMS-1E-243003

FP Manufacturer API Batch number /
Howmep cepuu cyGcTannuu npoussoautes I'JId:

FERA00346

API Manufactured by & country /
Mpouzsoautens APC, crpana:

Mangalam Drugs and Organics Ltd., India /
Manranam JIpar3 sug Opranuke JIta., Uanus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHOBaHHe, aApec H HOMep JHLEH3HH
IJIOMIAAKH, OCYINeCTBIISIOMeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[TpousBoaCcTBeHHOE MopazaeaeHue-6, Bunnamx Kxons,
Hanarapx Poya, bagaun, Conan Huctpukr, X.I1. 173205, Muaus
(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

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoxykT cOOTBETCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Zaxkaouyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosineno: Noor Mohammad | IIpoBepeHo: Santosh Kumar Onobpeno: Menemxkep / PykoBogureb
ﬂg Maurya ( é}\ Amit Kumar 5
b 2 N . / e
Reprint Date / Reprint Date / Reprint Date/ '
Hara: 25.11.2024 Hara: 25.11.2024 Hara: 25.11.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHATTUSA

Product : Nise gel 1%,20 g
Ilpoaykr: Haiiz®, rens anis Hapy»kHOro npuMeHeHus 1%, 20 r

Market / PoiHok : Russia / Poccus

Batch No./ . V240782 Batch Quantity / . 58000.00 units /

Cepust Ne ) Pa3mep cepuu " 58000.00eanHuL
Analytical Repovrt No./ . 040002735890 Date of Analysis / . 25.11.2024
Ananntuyeckmii oTyer Ne JaTa anannsa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

Jata npousBoacTBa Tomen g0

Mfg. License No. /

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

JuueH3ust Ne
Analysis performed according ND No / Ananus nposeaen o HII Ne: JITI-Ne(001198)-(PI'-RU)-290323

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».

3akioueHHe 0 cooTBeTcTBHH: «HacTosAmmMm s MoATBepXK /a0, YTO NPHBEIEHHAS Bbllle WHGOPMALIMA ABIACTCA
JOCTOBEPHOM M TOYHON. DTa cepusi MPOAYKLMH MpOM3BeAeHa (BKIOYas YNAaKOBKY (MapKHPOBKY) M KOHTPOJb
KayecTBa) Ha BLILIEYKAa3aHHOH TMPOM3BOACTBEHHONW Muomanke (MIowmanakax) B IOJHOM COOTBETCTBUH C
Tpebopanuamu [lpaBun Haanexaiieil NPOM3BOACTBEHHOM npakTHKM EBpasuiickoro skonomuyeckoro cotosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHts6ps 2022) u TpeOGOBaHUAMU KOHTPOJIS KaYECTBA JIEKAPCTBEHHBIX CPENICTB,
a TAaKkKe B COOTBETCTBHM CO crielUPUKALMIMHU, COACPXKAUIUMUCA B PETHCTPALIMOHHOM J0ChE CTPAaHBI-UMIIOPTEpA.
3anucy 1o MPOM3BOJICTRY, YIAKOBKE U aHATU3Y MPOBEPEHB], U YCTAHOBJIEHO MX COOTBETCTBHE TpebosanusaM [IpaBun
HaIexaieil mpou3BoICTBEHHOM NPaKTHKU EBpasHiicKoro 3KOHOMUYECKOTO COrO3ay.

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

IMpumeuanue: [IpoaykT cootBeTcTByeT TpeOoBanuam HJI 3akmouenne: OJJOBPEHO

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

Ioaroroeiedo: Noor Mohammad | ITposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosonurens
71 %F Maurya %’ Amit Kumar L

Reprint Date / Reprint Date / Reprint Date/  °

Jara: 25.11.2024 Jara: 25.11.2024 Jara: 25.11.2024

L Telanannag, ndia

¢, Hyderabad - 504




