Dr.Reddy’s ‘,‘-

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A

Product : Nise gel 1%, 100 g

Ipoayxr: Haiiz®, rene anst HapyxHoro npumeHeHus 1%, 100 r

Market / Poinok : Russia / Poccust

Batch No. / . V240189 Batch Quantity / . 11743.000 units /
Cepun Ne : Pasmep cepuu * 11743.000 eaunuL
Analytical Repo:‘t No./ . 040002483510 Date of Analysis / . 11.04.2024
A”anuTudecknit oryer Ne JlaTa anasnnsa

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

JlaTa npoU3BOACTBA Topen mo

Mfg. License No. /

IIpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PI"™-RU)
JHueH3ust Ne

Analysis performed according ND No / Anaaws nposened no H/I Ne: JITI-Ne(001198)-(PI"-RU) dt. 29.03.2023 /
JIII-Ne(001198)-(PT"-RU) ot 29.03.2023

Ne Test / Iloka3zaTean

Result / PesyabTarhl

| Specification / Hopma

1 Appearance / OnucaHue

Clear homogenous light yellow gel, free
from particulate matter / OMHOpPOAHBIH
[pO3payHblii refib CBETIO-KENTOrO LBETA,
cBOOOHBIH OT NOCTOPOHHUX YACTHL.

Clear homogenous light
Blellow to yellow gel, free from
particulate matter / OIHOPOAHBIH NpPO3pauHbIHi
irenb OT CBETJIO-XKEJITOrO 10 JKEJITOro LBETa,
CBOOOIHBIN OT IOCTOPOHHUX YaCTHLL.

Identification by HPLC /
Naenrndukanus (BIKX)

Complies as prescribed / CooTBeTcTBYET
TpeOOBaHUAM

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). /
Bpemst yaep)xuBaHHSl OCHOBHOrO TIHMKa Ha
XpoMaTorpamMMe  HCIBITYEMOIO  PacTBopa
JIOJDKHO COOTBETCTBOBATD BpEMEHH
yAEpKHUBaHHS OCHOBHOTO nHKa Ha
[XxpomaTorpaMme  pacTBOpa  CTaHAAPTHOIO
NApazT(A HIAMECYTITA (pazmen
«KonnuecTBEeHHOE ONpEAEneHHE)

'Weight of package
contents Macca
COEPAKUMOr0 YIAKOBKH

101 g/ 1011

According to the requirements. Not less than
100 g/ B coortBetcTBuM ¢ TpeboBanuamu. He
menee 100

Remarks : The Product conforms to ND/

Ipumeuanne: [lpoayxT cooTBercTBYET TpedoBauusM HJ|

Conclusion : APPROVED /
3axmouenue: QJJOBPEHO

Prepared by / /"J Checked by / Approved by: Manager/Executive /
IToarorosyieHo: Ankit / //] __| Ilposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTeNb
Z _—" | Maurya \B = Amit Kumar ) ...':_""'_:_, )
Reprint Date / Reprint Date / Reprint Date/ ¥
Jara: 11.04.2024 Jara: 11.04.2024 Hara: 11.04.2024
sreg Office, 8-4-337 e, 3
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Product : Nise gel 1%, 100 g

ITpoaykr: Haits®, rens asis Hapy»xHoro npuMeHenust 1%, 100 r

Market / Prinok

: Russia / Poccus

Batch No./ . V240189 Batch Quantity / . 11743.000 units /
Cepus Ne : Pasmep cepuu © 11743.000 eguuumILy
Analytical Repovrt No./ . 040002483510 Date of Analysis / . 11.04.2024

| AHaIMTHYecKHii oT4yeT Ne JlaTa aHanu3a

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

JlaTa npou3BoacTBa Fogen no

Mfg. License No. /

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

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

Analysis performed according ND No / Anasns nposeien no H/1 No: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

4 pH

5.7

5 Related substances /PoacTBeHHbIe IPHMeCH

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

B3) Impurity C / Ilpumecs C
4) Impurity D / IIpumecs D
5) Impurity E / [Ipumecs E
6) Impurity F / IIpumecs F
7) Highest Unknown
Impurity / Enuan4nasn
HeUAEeHTH(HULIPOBAHHA
s IpUMECh

8) Total impurities /
Cymma nmpumeceit

Not detected / He o6HapyxeHa
Below LOQ (LOQ = 0.04 %) / Huxe
npeJena KOJHYeCTBEHHOro
onpenenenus (ITKO = 0.04 %)

Not detected / He oOHapyxeHa
Not detected / He oOHapyxKeHa
Not detected / He oOHapy>xeHa
Not detected / He oOHapyxeHa
Below BDL / Hixe nopora
peructpanyn

Below BDL / Hixe nopora
UL e T paLKT

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

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

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

IIpumeuanne: I[Iponykt cooTBeTcTBYET Tpebopanusam HJL 3axmouenue: OJJOGPEHO

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

INonrororieno: Ankit / [ _| IposepeHo: Sant%umar Onobpeno: Menemskep / P:{Ji{'(_)BOJJ,I/ITeIIB
B Maurya Amit Kumar =

Reprint Date / - Reprint Date / Reprint Date / !

Jara: 11.04.2024 Hara: 11.04.2024 Jara: 11.04.2024

0.3, Banjara Hills, Hyderabad - S000%4, Telangana, India
10 455 8, Email: maili@drreddys,cam
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJTU3A

Product : Nise gel 1%, 100 g

| Mpoayxr: Haitz®, renb ans HapysHOro npumeHenus 1%, 100 r

Market / Poinok : Russia / Poccust

Batch No. / . V240189 Batch Quantity / . 11743.000 units /
Cepusa Ne ’ Pasmep cepuu * 11743.000 equuuL
Analytical Repourt No./ . 040002483510 Date of Analysis / . 11.04.2024
AHajguTudecKHil oTuet Ne JlaTa anaaunsa

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

JlaTta npou3BoACTBa I'oaen g0

Mfg. License No. /

IIponssoacTrBeHHasn : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
aunen3us Ne

Analysis performed according ND No / Auasans nposeaen no HJI Ne: JIII-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PI'-RU) ot 29.03.2023

6 Microbial contamination / Mukpo6uojaorudeckasi 4ucrora*

Total aerobic microbial
count / Ob1ee KOIUUECTBO
YKU3HECTIOCOOHBIX
a3pPOOHEBIX
MUKPOOPTraHH3MOB

Total combined
yeasts/molds count /
O611ee YHCIO TPOXIKEBBIX
d IJIECHEBBIX MPHOOB
Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in 1 g/ OrcytctByeT B 1 10

IAbsent in 1 g/ OtcyrctByeTB 1 T

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

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

Absent in 1 g/ OrcytcTBUE B 1 T

|
Absent in 1 g/ OtcytctBue B 1 1

7 Assay / KonuuecTBenHnoe 10.10 mg/ 10.10 mMr ‘9.0 to 11.0 mg of C13H2N20sS (nimesulide)
onpefeleHHe er 1 g of the product. /
Ot 9,0 mo 11,0 mr C3H2N205S (aumecynun)
IB 1 r npenapara
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. /

[To 100 r B Ty6y U3 TaMUHUPOBAHHOTO ATIOMHUHUS, CHaDXKEHHYIO MEMOPaHOH 1
KOHTPOJIs1 IepBOTO BCKPHITHSL. [1o 1 TyOe B MayKy KapTOHHYIO ¢ HHCTPYKUHKEH 110
MPUMEHEHUIO (JIUCTKOM-BKIIAIBILIEM).

* 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/

Ilpumeuanne: [Tpoaykrt coorBeTcTBYET TpeboBanusaM H]J

Conclusion : APPROVED /
3arsouenne: OJJIOBPEHO

Jara: 11.04.2024 Jara: 11.04.2024

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

Iloarorosneno: Ankit / /, | [Tpoepeno: Santpsh Kumar Onobpeno: Menemiep / PykoBoauresb
’ // Maurya @ Amit Kumar 2,

Reprint Date / Reprint Date / Reprint Date / \

Hara: 11.04.2024




Dr.Reddy’s €26

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTU3A

Product : Nise gel 1%, 100 g
IMpoayxr: Hait3®, rens ans napysxHoro npumenenus 1%, 100 r

Market / Poinok : Russia / Pocenst

Batch No. / . V240189 Batch Quantity / . 11743.000 units /
Cepus Ne ) Pasmep cepun © 11743.000 enunuL
Analytical RepOft No./ . 040002483510 Date of Analysis / . 11.04.2024
AHanuTn4ecknii oryer Ne Jara aHaaun3za

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

JlaTta npousBoacTBa I'open no

Mfg. License No. /

IIpoussoacTeenHas : MNB/05/263 MA number: / Homep PY  : JIII-No(001198)-(PI-RU)
Junensus Ne

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

Analysis performed according ND No / Anaan3s nposeaen no H/I Ne: JITT-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

* [pOBOAUTCS MPOW3BOAUTENEM TIPH BIMYCKE EPUOAHUECKH (C HHTEPBAJIOM B OAHO HcNbiTaHKe Ha 20 cepuit unu He menee 1
pasa B ron). [lokazarens MOXeT GBITh He BKIIIOUEH B CepTHOUKAT aHanu3a GUPMBL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /
Howmep cepuu nponspoautens ADC:

NMS/13090881

FP Manufacturer API Batch number /
Howmep cepun cyOcTaHunu npoussogutens LJID:

FERAO00082

API Manufactured by & country /
IIpounssoautesas ADC, crpana:

Aarti Drugs Ltd., India /
Aaptu dparc JItn., Meaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBaHue, ajpec 4 HOMep JUMIEH3HH
IJIOMAAKH, OCYIIeCTB/ISTIOI e

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[MpousBoacTBeHHOE MOApa3aeneHne-6, Bunnamx Kxons,
Hanarapx Poya, Bannu, Conan Juctpukr, X.I1. 173205, Manus
(JIuuensus 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 Furasian 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/
I pumeuanne: [IponykT coorBeTcTBYET TpeboBauusm HJJ

Conclusion : APPROVED /
3axkmouenue: ONOBPEHO

Prepared by / Checked by /
IToarorosneHo: Ankit

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PyKEEo,uHTenL

Registered LHck: 8-L-44 /1

el Gt §0aR0¢

6,9, wanlarg HilL, Hyderabad -

74 IIpoBepeHo: Santo%mar
/J i Maurya i ol Amit Kumar e
Reprint Date / Reprint Date / Reprint Date / !
Hara: 11.04.2024 Hara: 11.04.2024 Hara: 11.04.2024
(G 50634, Tel digetia; vl

i drreddys.coim




Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTU3A

Product : Nise gel 1%, 100 g
Iponyxr: Haii3, renp ana Hapyxsoro npumeHeHus 1%, 100 r

Market / PoiHOK : Russia / Poccust

Batch No. / . V240189 Batch Quantity / ~ 11743.000 units /
Cepus Ne : Pa3mep cepuu * 11743.000 ennHuL
Analytical Repourt No./ . 040002483510 Date of Analysis / . 11.04.2024
AHajquTu4ecKHUil oTyeT Nt Jarta ananusa

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

Jara npousBoacTea I'oaen go

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY  : JITT-Ne(001198)-(PT-RU)
JauueHsus Ne

Analysis performed according ND No / Auamns npoeeaen no H/I No: JIII-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT-RU) ot 29.03.2023

3aka04eHHe 0 COOTBETCTBHHU: «HacTosAmnM s MoATBEpKAalo, UTO MPUBEACHHAs Bblle WH(OpMALIUA ABJAETCA
JIOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKLUM NpOM3BefeHa (BKIOUYas yNakKoBKy (MapKMpOBKY) W KOHTPOJb
KayecTBa) Ha BBIIIEYKA3aHHOM MPOW3BOACTBEHHOH TUOaAKe (MAOLIaAKax) B IIOJIHOM COOTBETCTBUM C
Tpe6oBanusamu [IpaBui Haliexaniell MpoW3BOACTBEHHON NpakTHKH EBpasuiickoro 5KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsi6ps 2022) u TpeboBaHUAMHU KOHTPOJIS KAY€eCTBA JIEKAPCTBEHHbBIX CPE/CTB,
a TaloKe B COOTBETCTBUM CO CleUU(UKALUAME, COAEPXKAIUMUCA B PETUCTPALMOHHOM J0ChE CTPaHbI-UMNOPTEPA.
3anucu 1o NpoU3BOACTBY, YIIAKOBKE M aHATM3Y MPOBEPEHBI, H YCTAHOBJIEHO MX COOTBETCTBHE TpeboBanuam [pasun
HaJexailei npou3BoACTBEHHON NMpakTHKU EBpa3suiickoro 5KOHOMMYECKOTO COK3a».

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

Ipumeuanue: ITponyxt coorBeTcTBYeT TpeboBaHUsAM HJI 3axmodenue: OJJOGPEHO

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

[Toarorosneno: Ankit /{] IIpogepeno: Santow:nar Onobpeno: Menemkep / PykoBoauTens
/ - Maurya R Amit Kumar _’\_’\—:_’,,

Reprint Date / Reprint Date / Reprint Date / '

Jata: 11.04.2024 Jarta: 11.04.2024 Hara: 11.04.2024




