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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A

Product ;-ilise gel 1%,20 g
Hponyser : Haiis", rens ana napystoro npumenctus 1%, 20 r

Market / Punox : Russia / Poccus

Batch No./ . V240184 Batch Quantity / . 57278.000 units /
Cepus Nz ) _ Pazmep cepuu " 57278.000 eguaHIL
Analytical Repovrt No./ . 040002481063 Date of Analysis / : 11.04.2024
AnannTiYeckuii oTaer Ne JlaTa aHaIH3a

Date of Mianufacture / + 03/2024 Date of Expiry / . 02/2027

Mata npo#ssoncrTaa Tomen a0

Mfg. License No. /

I pomssoacreennas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)~(PT-RU)
anuensns Ne

JI-Ne(001198)-(PL-RU) ot 29.03.2023

Analysis performed according ND No / Ananus nposexen no HJI No: JINI-N2(001198)-(PT-RU) dt. 29.03.2023 /

Ne  |Test/Toxasarens  |Result/ PesynabraTsl

| Specification / Hopma

Clear homogenous light yellow gel, free
from particulate matter / ORHOPOHBIH
pO3pauHEIii reb CBETIIO-XKENTOrO LIBETA,
cBOOOJIHEIH OT ITOCTOPOHHHX YaCTHII.

1 Appearance / Onncanne

Flear homogenous light|
yellow  to yellow gel, free from
particulate matter / OAHOPOAHBIH TpPoO3payHbIil
fefb: OT CBETJIO-KENTOr0 A0 KEJTOr0 NBeTa,
cBOOOAHEIH OT MOCTOPOHHUX YACTHL.

Complies as prescribed / CooTBETCTBYET
TpeGoBaHUAM

Identification by HPLC /
lI/IneHTmbuKamm (BIXKX)

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the main
h:eak in the chromatogram of nimesulide
reference standard solution (section Assay). /|
[BpEMH YIOEP)KUBAHUS OCHOBHOI'O TMHKA Ha
POMATOrPAMME  UCIBITYEMOFO  pacTBOpa
COOTBETCTBOBATh BPEMEHH
OCHOBHOTO [IHKa Ha
XpPOMATOTpAMME  pPacTBOpa  CTaHJapTHOrO
; Opazua HUMECYJIHA (pazzen
«Kony4ecTseHHOE OTpeJeEeHIEN)

OJIACHO
JepKHBAHHA

Weight of package 21g/21r
contents Macca

COJCPIKHUMOro YIIAaKOBKH

|According to the requirements. Not less than
20 g/ B cootBercTBiH ¢ Tpebopanuamu. He
menee 20 T

& |pH 5.6

4610 6.0/ OT 4,6 10 6,0

Remarks : The Product conforms to ND/
IIpumevanue: [Ipoaykt coorBercTBYET TpeboRanusaM H]T

:Conclusion : APPROVED /

3axmouesne: OJIOBPEHO

Prepared by /
IMoaroroBnerno: Ankit

i

Checked by /
[Tposepeno: Santosh Kumar

Maurya @ ‘

Approved by: Manager/Executive /
Onobpeno: Menemkep / PyxkoBoguTens

Amit Kumar F(\'\V
—

Reprint Date / Reprint Date / Reprint Date / °
Jara: 11.04.2024 i Iata: 11.04.2024 | Hara: 11.04.2024
Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500334, Telangana, india
Tel: 91 40 4500 2900, Fax: =91 20 4900 2994, Emait: mail@drreddys.com

CIN: LRSZY5APIS84PLCO0507

www drreddys.com




Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

Product : Nise gel 1%, 20 g

Hpoayicr: Haitz®, rens ans Hapyxnoro npumenenns 1%, 20 r

Market / Prinok : Russia / Poccust

Batch No. / . V240184 Batch Quantity / _ 57278.000 units /
Cepus Ne ’ Pazmep cepun © 57278.000 enuHUL
Analytical RepOft No./ . 040002481063 Date of Analysis / . 11.04.2024
Ananurudecknit oTuer Ne JlaTa anagu3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

Jata npon3BojcTBa I'ogen go

Mfg. License No. /

IlpousBoncreenHas + MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
Juuensust N

JITI-Ne(001198)-(PI'-RU) o1 29.03.2023

Analysis performed according ND No / Ananus nposegen no H/I Ne: JIII-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

IsS Related substances /PoacTBeHHBIE NpHMeCH

1) Impurity A / Tpumecs A
2) Impurity B / IIpumecs B

3) Impurity C/ITpumecs C
4) Impurity D / [Ipumecs D
5) Impurity E / IIpumecs E
6) Impurity F / [Ipumecs F
7) Highest Unknown
Impurity / Enuanunas
HeuJeHTuGUUUpOBaHHA
s IPUMeECh

8) Total impurities /

CymMa puMeceit

Not detected / e obHapy#eHa
Below LOQ (LOQ = 0.04 %) /
Hwxe npenena konu4ecTBEHHOr0
onpenenenus (ITIKO = 0.04 %)
Not detected / He 06Hapy»eHa
Not detected / He 0bHapyxeHa
Not detected / He obHapy»xeHa
Not detected / He obHapy»ceRa
Below BDL/ Huxe nopora
PErUCTpaluH

Below BDL/ Huxe nopora
perucTpaLuu

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

3) Not more than 0.2 % / He 60onee 0,2 %
4) Not more than 0.2 % / ne 6onee 0,2 %
5) Not more than 0.2 % / He 6onee 0,2 %
g) Not more than 0.2 % / ne 6onee 0,2 %

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

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

Remarks : The Product conforms to ND/
ITpumedyanue: IIpoaykr cooTBeTCcTBYET TpeboBanuam H]T

Conclusion : APPROVED /
3axmoyenne: OJIOGPEHO

Prepared by /
Tloarorosneno: Ankit

Checked by /
TIporepero: Santosh Kumar
Maurya

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

Amit Kumar L=
KT

Reprint Date /
Hara: 11.04.2024

Reprint Date /
Jata: 11.04.2024

Reprint Date /
Hara: 11.04.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATN3A

Product : Nise gel 1%, 20 g
Tpoayscr: Haiia™, rens ana napysicoro npumenenus 1%, 20 ¢

Market / PpiHOK : Russia / Poceus

Batch No. / . V240184 Batch Quantity / . 57278.000 units /

Cepus Ne ’ Pazmep cepun ' 57278.000 enunmyy

Analytical Repourt No./ . 040002481063 Date of Analysis / s 11.04.2024

AnanuTHuecknii oruer No JlaTa avaansa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

JlaTa npoussoncTea logen no |
Mfg. License No. / Y

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

aunuenzus Ne

Analysis performed according ND No / Anamns nposexen no HJ| Ne: JITI-Ne(001198)-(PT-RU) d¢. 29.03.2023 /
JITE-Ne(001198)-(PI'-RU) ot 29.03.2023

6 Microbial contamination / MukpoGuoaorayeckas yucrora®

Total aerobic microbial
lcount / ObI1ee KOIHYECTBO

bicHRHECTOCOGHBIX Less than 10 CFU/g/ Not more than 10? CFU/g /
3pOGHBIX Meree 10 KOE/r He 6onee 10 KOE/r
MUKPOOPraHH3MOB

Total combined Less than 10 CFU/g/ Not more than 10' CFU/g /
lyeasts/molds count / Menee 10 KOE/r He 6onee 10" KOE/r

ObL1ee YHCIO IPOIOKEBBIX
| IJIECHEBBIX TPHOOB

Pseudomonas aeruginosa  {Absentin 1 g/ OtcyTcTBYeT B 1T IAbsent in 1 g/ OrcyrcTBHE B 1 T
Staphylococcus aureus Absent in 1 g/ OTcytcTBYeT B 1 T Absent in 1 g/ OtcyTcTBHE B 1 T
7 Assay / KonnuecTBeHHOE 9.0 to 11.0 mg of C;3H;pN20sS (nimesulide)
| B
onpefeneHme per 1 g of the product. /
AR LA iO'r 9.0 g0 11,0 Mr C13H12N2058 (numecymin)
8 1 r mpemapata
8 Packagé / YnakoBska 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and

patient information leaflet (package insert) in a carton. /

[To 20 r B Ty6y W3 TaMMHHPOBAHHOIO AMIOMHHHUS, CHAOXEHHY!O MeMOpaHOH s
KOHTpPONSA NepBOro BekpbITHs. 1o 1 Tybe B Nauky KapTORHYIO C HHCTPYKIMEH 1o
MPHMEHEHHIO (JINCTKOM-BKIIA/IBILIEM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameyasue: [IponyxT cooTBeTCTBYET Tpebosanusam HJT 3axmoyenne: OJIOBPEHO
‘Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Ankit ITposepeno: Santosh Kumar Ono6peno: Menemxkep / PykoBoautens
M Amit K ~ -

aurya @b . it Kumar A\ S
Reprint Date / Reprint Date / | Reprint Date/ '
Hara: 11.04.2024 Hara: 11.04.2024 Hara: 11.04.2024




Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTU3A

[Product : Nise gel 1%,20 g

| Ipoayscr: Haiis®, rens ana napysuoro npumencnis 1%, 20 r

Market / Poinok : Russia / Poceua

Batch No. / . V240184 Batch Quantity / . 57278.000 units /
Cepus No : Paimep cepun © 57278.000 egunmIl
Analytical Report No./ . 40007481063 DL RN TS s 11.04.2024
Ananurnyeckuii oryer No Jlara ananuza

Date of Manufacture / s 03/2024 Date of Expiry /  02/2027

Mara npoussocTea Cogen ao

Mifg. License No. /

IipousBoacTBeHnAn ¢ MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)~(PI'-RU)
snensna Ne

JIN-Ne(001198)~-(PT-RU) ot 29.03.2023

Analysis performed according ND No / Anasns nposeaen no H [ Ne: JITI-Ne(001198)-(PI-RU) dt. 29.03.2023 /

* 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 MPOU3BOAMTENEM NPH BHIITyCKE IEPHOTHYECKH (C HHTEPBAIOM B OJHO HCTILITAHME Ha 20 cepuit uIM He MeHee 1
pasa 8 rog). Ilokasarens MOXeT 6BITh He BKIIOYEH B CepTHOUKAT aHaNH3a HUPMBL.

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

API manufaf;turer batch number / NMS/13090880

Homep cepnii npoussogurens ADC:

FP Manufacturer API Batch number /

Homep ceping eyGeranuun npoussognrens IJID; gl

APl Manufactured by & country / Aarti Drugs Ltd., India /
Hpomssoautens ADC, crpana: Aaptu Hparc JItn., Unnus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenoBanue, axpec H HOMEp JHIEH3HH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[poussoncTBenHoe noapasaenenne-6, Bunmamx Kxons,
Hanarapx Poyn, bamnu, Conan uctpuxr, X.J1. 173205, Uugus

IUTOIIAKH, OCYLIeCTBASIIoI el (JTuuensus Ne MNB05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue; [ponyir coorsercrayer Tpebosannam HIL 3axmouenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToproroeneno: Ankit ' ITpoBepeHo: Santosh Kumar Omnobpeno: Meremygep / PykoBoauTens

,-/ Maurya Amit Kumar ¥ &
P / . /
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.04.2024 Hata: 11.04.2024 Hara: 11.04.2024

I.*



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A
Product : Nise gel 1%, 20 g =
M poayscr: Haiiz®, rens i sapysxHoro npumenerns 1%, 20 r
Market / Peinox : Russia / Poccus
Batch No./ . Batch Quantity / _57278.000 units / —
Cepust Ne ’ Pazmep cepun © 57278.000 enuHHL
Analytical Repourt No./ . 040002481063 Date of Analysis / . 11.04.2024
Ananurnyecknii oryer Ne JlaTa ananan3a
Date of Manufacture / . 03/2024 Date of Expiry / . 022027
Jara npou3BojcTBa Togen no
Mfg. License No. /
ITponsBoAcTBeHHAS ¢ MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)(PT-RU)
naiening Ne .
Analysis performed according ND No / Auaans nposeaen no H/I No: JITI-N2(001198)-(PI'-RU) dt. 29.03.2023 /

JITI-Ne(001198)-(PT-RU) ot 29.03.2023

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».

3aK0YeHHe 0 cOOTBeTcTBHHU: «HacToALMM s MOATBEPXKIAKD, YTO MpPUBEACHHAs BEIE HH(OPMALMA SBIACTCA
JOCTOBEpHO# M TOYHOH. DTa Cepusi NPOAYKLMM NPOM3BEEHA (BKTIOHas YNakoBKy (MapKUpPOBKY) H KOHTPOJE
KayecTBa) Ha BBINIEYKA3aHHOM MNpOM3BOACTBEHHOM muomanke (MIOWIANKax) B [MOJHOM COOTBETCTBHH C
TpeGopanusamy IIpaBun Hamexaieif NPOM3BOACTBEHHON MPAKTHKH EBpasuiiCkOro SKOHOMHYECKOro COro3a Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) u Tpe60BaHUAMH KOHTPOJA Ka4eCTBa JIEKAPCTBCHHBIX CPENICTB,
a TAaKKe B COOTBETCTBHH CO ClelMUKALMAMH, COACPXKAIIUMHUCA B PETHCTPALIMOHHOM J0ChE CTpaHBI-HMIIOpTEpa.
3ailMCcH 110 MPOM3BOJICTBY, YIaKoBKe H aHANU3y [IPOBEPEHb], H YCTaHOBIIEHO HX COOTRETCTBHE TpeGoBaHMsAM [IpaBun
HauIeXallei Npou3BoACTBEHHOM NpaKTHKK EBpasHHCKOro 3KOHOMHYECKOTO COI03a.

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

Ipumeyanme: [poaykT cootsercTBYeT TpeboBanusam HJT 3akmouenne: OJJOBPEHO

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

IToxrorosieHo: Ankit IIposepeno: Santosh Kumar Onobpeso: Menemxep / PYKOBOJHUTEND
Maurya Amit Kumar JB(_;};:,,

Reprint Date / Reprint Date / Reprint Date/ '

Jara: 11.04.2024 Hata: 11.04.2024 Jara: 11.04.2024




