Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A

Product : Nise gel 1%, 100 g

HNpoayicr: Haiiz®, rens ans HapyxHoro npumenenus 1%, 100 r

ITpouzBoacreeHHas :
Jauuernsg Ne

Market / Prisox : Russia / Pocenst
[Batch No. /  VET50 Batch Quantity / ~ 11729.000 units / =
Cepust No ) Pa3smep cepun © 11729.000 eayHuL
Analytical Repourt No./ . 040002483977 Date of Analysis/ . 11.04.2024
AnanuTudeckHnii oTuer Ne Hara ananusa
Date of Manufacture / s 03/2024 Date of Expiry / . 02/2027
JlaTa npomzBoacTBa T'open xo
Mifg. License No. /
MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)

[Analysis performed according ND No / Ananns npogeaen no HJ| Ne: JIII-Ne(001198)-(PI-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT-RU) o7 29.03.2023

Ne | Test/ Ilokazaresn Result / PesyabraTh | Specification / Hopma
1 Appearance / Onucanne |Clear homogenous light yellow gel, free  Clear homogenous light]
from particulate matter / Oanopozueiii  yellow to  yellow gel. free from

Mpo3payHEii renk CBEeTNO-)KENTOro UBeTa,
cBOGOAHLIH OT NOCTOPOHHUX YaCTHIL.

particulate matter / OJTHOPOAHBIH NPO3paUHbIit
renk OT CBETNO-KENTOT0 A0 IKENTOro [BeTa,
£B0BOAHLIT OT NOCTOPOHHUX YACTHIL

2 Identification by HPLC /
Haentupuranus (BI2KX)

Complies as prescribed / CooTBeTCTBYET
TpedoBAHHIM

The retention time of the main peak in the
F;?romatogram of test solution should
correspond to the retention time of the main|
peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
Bpems yiepiuBauls OCHOBHOTO MHMKA Ha
XPOMATOTpaMME  HCIBITYEMOrO  PacTBOpa
OJDKHO COOTBETCTBOBATh BPEMEHH
\yIepKHBAaHHS ~ OCHOBHOrO  NHKa  Ha
poMaTorpaMMeé — pacTBopa  CTaHAApTHOrO
obpasua HEMECYnuia (pasnen
«KonnuecTeeHHOE ONpeneneHue»)

3 ‘Weight of package
contents Macca
COEPRHUMOTr0 YIIAKOBKH

101g/101r

|According to the requirements. Not less than
100 g/ B cooTBeTCTBUM C TpeboBaHuAMH. He

Menee 100 r
|

Remarks : The Product conforms to ND/
llpumeyanue: 11poayKT ¢oOTBETCTBYET TpeboBaHuaM H |

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

| -
L e e N

Prepared by / Checked by / Approved by: Manager/Executive /
IToproTosneno: Ankit | ITpoBepeHo: San&u‘mar Onobpeno: Meremkep./ PykopoauTens
| Maurya : Amit Kumar S
/ﬁ’r
Reprint Date / Reprint Date / Reprint Date / ¥
Hara: 11.04.2024 Iara: 11.04.2024 Hata: 11.04.2024

Banjarn Hills, By

34, Teinigani. ndia




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANNZA

Product : Nise gel 1%, 100 g

I w12 Hai”, rens jus Hapysuoro npumererus 1%, 100 r
Mpoay

Market / Prinok : Russia / Poccus

Batch No. / . V240190 Batch Quantity / . 11729.000 units /
Cepug No X Pasmep cepun © 11729.000 epunng
Analytical Repo“rt No./ v 040002483977 Date of Analysis / . 11.04.2024
AHaguTuyeckuii oTuer No Mara anannza

Date of Manufgcfufe / : 03/2024 Date of Expiry / . 02/2027

Hata npom3soacTsa T'open no

Mfg. License No. /

IlIponssoacreenHan : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
NHueniun Ne

Analysis performed according ND No / Awasns nposenen no HJI Nes JITT-Ne(001198)-(PI’-RU) dt. 29.03.2023 /
JITI-N#(001198)-(PI'“RU) ot 29.03.2023

4 pH

5.7 %4.6 t0 6.0/ 071 4,6 10 6,0

5 Related substances /PogcrBerHble npumecn

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

3) Impurity C/ Ipumecs C
4) Impurity D / [Ipumecs D
5) Impurity E / [Ipumecs E
6) Impurity F / [Ilpumecs F
7) Highest Unknown
Impurity / Enunnunas
HEUAECHTUPRUHUPOBAHHA
s IpHMech

8) Total impurities /
Cymma nprumeceii

Not detected / e abuapyxcHa

Below LOQ (LOQ = 0.04 %) / Huxe
npejena KONIM4eCTBEHHOro
onpegenenus (IIKO = 0.04 %)

Not detected / e o6HapyxeHa

Not detected / e obHapyxena

Not detected / ue 06HapyXeHa

Not detected / He oGHapyxena
Below BDL / Huxxe nopora
perucTpanun

Below BDL / Hmxe nopora
perucTpalunu

1) Not more than 0.2 % / ve donee 0,2 %
2) Not more than 0.2 % / ue 6onee 0,2 %

3) Not more than 0.2 % / ve 6onee 0,2 %
) Not more than 0.2 % / He Gonee 0,2 %
5) Not more than 0.2 % / ne 6onee 0,2 %
6) Not more than 0.2 % / ue 6onee 0,2 %
7) Not more than 0.2 % / He 6onee 0,2 %

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

Remarks : The Producl conforms to ND/
ITpumeyanne: [Tpoaykr COOTBETCTBYET Tpebosannam HIT

Conclusion : APPROVED /
axmoucnne: OJOBPEHO

Harta: 11.04.2024

Hara: 11.04.2024

JHara:

Prepared by / ) Checked by / Approved by: Manager/Executive /
IMoproroeneno: Ankii /a _| Iposepeno: Santo umar OnobpeHo: Menemkep / PykoBoauTens

*_—""| Maurya Amit Kumar fbﬁ::_&’f
Reprint Date / Reprint Date / Reprint Date / ¥==

11.04.2024

Registered Officey &
prid

. Rgad fe. 2, Bariia

S8 A

e Hilly, Hydatabing
Emails maiii

=50003, Tlinzann, utia
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Dr.Reddy’s ":'. : i

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Product : Nise gel 1%, 100 g

Mpoayser: Haiis”, rens nna napyxuore nprmenenns 1%, 100 r

Market / Poinox

: Russia / Poccus

Batch No. / . V240190 Batch Quantity / . 11729.000 units /
Cepust N2 ’ Pazmep cepuu © 11729.000 enrHuL
Analytical Repour! No./ s 040002483977 Date of Analysis / . 11.04.2024
Anasmurm4eckuii o1geT No Jara ananuza

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

Jara npov3soacTea I'oaen mo

Mfg. License No. /

IIpousBojacTBenHan : MNB/05/263 MA number: / Homep PY  : JIITI-Ne(001198)-(PI-RU)
Anuenznn Ne

JIII-Ne(001198)-(PI'-RU) ot 29.03.2023

Analysis performed according ND No / Anasnns nposeacn no H/I Ne: JII-Ne(001198)-(PT'-RU) dt. 29.03.2023 /

EMicrobial contamination / Mukpo6mnosoriyeckasi yuerora*

Total aerobic microbial
count / O6I1iee KOJIM4ECTBO

YKHU3HECTTOCOOHBIX Less than 10 CFU/g /
a3PO6HBIX Menee 10 KOE/r
MHKPOOPraHH3MOB

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

Total combined
easts/molds count /
O01Lee YHCIIO APOAOKEBBIX
11 IJIECHEBbIX TPHOOR

Pseudomonas aeruginosa  |Absentin 1 g/ OTcyrctByeTB 1T

Staphylococcus aureus Absent in 1 g/ OrcyrcrByeT B 1 1

|

Not more than 10° CFU/g /
He Gonee 10° KOE/r

Not more than 10' CFU/g /
He Goxee 10' KOE/r

Absentin 1 g/ OtcytctBHe B 1 T

|Absent in 1 g/ OtcyTcTare 8 11

7 Assay / Konuvecrsennoe | 10.11mg/10.11 mr

onpeneieHHe

i;9.0 to 11.0 mg of C;3H;2N20sS (nimesulide)
er 1 g of the product. /

01 9,0 o 11,0 Mr CisHN,OsS (Humecynun)

|B 1 r mpenapara

\8 Package / YnakoBka

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

[1o 100 r B TyOY 43 TaMUHHPOBAHHOTO AJIFOMHHHUS, CHaOXEHHYIO MeMOpaHoi 11
KOHTpONS NnepBoro BekpbiTUs. [1o 1 Ty6e B mayky KapTOHHYIO C HHCTPYKUHKEH MO
IPUMEHEHUIO (JIUCTKOM-BKJIA/IBIIIEM).

test may be absent in the in-house certificate of analysis./

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The

Remarks : The Product conforms to NI/
IIpumeuanue: TIponykT cooTseTcTBYET Tpebosanusm HJI

Cangclusion : APPROVED/
3axmouenne: OJOBPEHO

Checked by /

Prepared by / A
TToxarorosneno: Ankit ﬂ _|: ITpoeepeno: Santosh Kumar
" | Maurya

Approved by: Manager/Executive /
Onobpeno: Menemiep / PyKOBOIUTED
=

Amit Kumar T

Reprint Date /
Hara: 11.04.2024

Reprint Date /
Harta: 11.04.2024

Reprint Date / v
Harta: 11.04.2024

EOHGCe: Weg=D27, Nowd Moo 307




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A

Product : Nise gel 1%, 100 g
IMpoayxr: Haiis®, rens ana sapyxtoro npumerenns 1%, 100 r

Market / Poinok : Russia / Poccust

Batch No. / . V240190 Batch Quantity / _ 11729.000 units /
Cepus Ne : Pazmep cepun © 11729.000 enuuun
Analytical Repourt No./ . 040002483977 Date of Analysis / . 11.04.2024
AHanuTHyeckmii oryet Ne JaTta ananu3a

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

Hara npoussoacTra Toxeu a0

Mfg. License No. /

IIpon3BogcTBEHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT'-RU)
JuueH3nust Ne

JIII-N2(001198)-(PT'-RU) ot 29.03.2023

Analysis performed according ND No / Anayn3 npoeegen no H/I Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

* ITpoBOAHTCA MPOU3BOAWTENEM [IPU BBIILYCKE MepUoauyeckH (¢ HHTEPBAIOM B OJHO HCNbITaHHe Ha 20 ceprif U He MeHee |
pasa B ron). [TokasaTenb MOXKeT GLITE HE BKJIFOYEH B CEPTHOMKAT aHamu3a GrUPMBIL.

API name (INN) / AOC (MHH):

Nimesulide / Hamecymnin

API manufacturer batch number /
Homep cepun nponseoautes ADC:

NMS/13090880, NMS/13090881

KFP Manufacturer API Batch number /
Homep cepuu cyberanuuu npouzsoaurens IJI®:

FERA00081, FERA00082

API Manufactured by & country /
IIpouseogutens ADC, eTpana:

Aarti Drugs Ltd., India /
Aaptn [pare JITa., Hapns

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenoBanue, agpec ¥ HOMep JHUEH3HH
ILUTOIAAKH, OCYIECTBIAIIeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
IIpou3BOACTBEHHOE NoApasnenenue-6, Bunnamx Kxons,
Hanarapx Poyn, bannu, Conan lucrpukt, X.I1. 173205, Hupus
(Jmuenzus 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».

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykt cooTBeTcTBYET Tpebosanuam HJT

Conclusion : APPROVED /
3axawyenune: OJJOBPEHO

Prepared by / 7 Checked by /
[oxrorosneno: Ankit ﬂ? e
[

Iposepero: Santosh Kumar
Maurya :

Approved by: Manager/Executive /
Opnobpeno: Menemiep / PykoogHrens

: T
i = Amit Kumar S
Reprint Date / Reprint Date / Reprint Date / !
Hara: 11.04.2024 Hata: 11.04.2024 Jata: 11.04.2024

B d M
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Dr.Reddy’s Q".""

CERTIFICATE OF ANALYSIS

o,

idv's Laboratories |t

CEPTUDUKAT AHAJ'IM3A__
[Product : Nise gel 1%, 100 g
(HMpogyscr: Haiis®, rens ans vapysicioro npumenenns 1%, 100 r
Market / Poinok : Russia / Pocenst
Batch No. / . V240190 Batch Quantity / . 11729.000 units /
Cepis Ne ) Pasmep cepun " 11729.000 egunnn
Amnalytical Repo:—t No./ . 040002483977 Date of Analysis / : 11.04.2024
AnannTugeckuii oruer Ne Jata ananuza
= |
Date of Manufacture / < 03/2024 Date of Expiry / . 02/2027
Jara npouisoacrsa Tonen o |
Mfg. License No. /
IIpouseoacrecHHAas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU) 1|
Juuensun No
Analysis performed according ND No / Anasuis nposenen no H/ Ne: JITI-Ne(001198)~(PI'-RU) dt. 29.03.2023 /

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

3axaodenne o cooTBeTcTBHH: «HacTOAMM 5 MOATBEpXK A0, YTO NPHBEEHHAs Bbille HHPOPMAUUA SBIIETCA
AOCTOBEPHOM M TOYHOM. DTa cepus NpOJyKUMM NpoH3BefieHa (BKIOYast YNMAKOBKY (MapKMpOBKY) W KOHTPOJIb
KAyecTBA) Ha BBILIEYKA3aHHOW MpPOM3BOACTBEHHOW Iuowajke (MiOWANKax) B IIOJHOM COOTBETCTBHH C
TpebosanuAMK TIpaBun Hajulexaweil NpoM3BOACTBEHHOM DpakTUKK EBpasMiCKOro 5KOHOMHUYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeGOBaHUAMK KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPENICTB,
a TaKKe B COOTBETCTBHMH CO CNELH(HKALMAMY, COACPNKALIMMHUC B PErHCTPALIHOHHOM [0Che CTPaHBI-UMITOPTCPA.
3anucH 10 NPOU3BOJICTBY, YIIAKOBKE ¥ aHANIH3y MPOBEPCHE!, H YCTAHOBJIEHO UX COOTBETCTBUE TpeGoBaHusm [Ipasun
HaJUIeXaIeH MpOU3BOACTBEHHOH MpakTUkU EBpa3Hiickoro 3KOHOMHYECKOTO COK3a».

Conclusion : APPROVED /
3axaiouenne; OJJOBPEHO
Approved by: Manager/Executive /
Onobpero: Menemkep / Pykosonurens
Amit Kumar N\/’
Reprint Date / ¥

Hata: 11.04.2024

aef -« SG003d, Telangans, 1adi

Remarks : The Product conforms (o ND/
Ipumeyanue: ITpogykt cooteTcTBYeT TpeboBanusam HIL

Prepared by / ) Checked by /
ﬁ[ [IpoBepeno: Santosh Kumar
/ Maurya \

ITonrortosneno: Ankit
Reprint Date /

Reprint Date /
Harta: 11.04.2024

sy drreddysCom



