Dr.Reddy’s Q

- Redady's Laboratories L
Formulation Unit-b
vill khel, Malsgah foad, Baddi,

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIN3A

[Product : Nise gel 1%, 100 g

M poaykt: Haiis®, rens a1 HapyKHOTO NPHMEHEHNA 1%, 100 T

nuuensns Ne

Market / PoiHOK : Russia / Poccus

Batch No./ . V230753 Batch Quantity / . 11634.000 units /
Cepus Ne ) Pasmep cepii * 11634.000 eguninLy
Analytical Report No./ . 040002195570 Date of Analysis / . 16.10.2023
AHagauTHYecKuil oTyeT Ne JlaTa aHaaM3a

Date of Manufacture / . 09/2023 Date of Expiry / . 08/2026

JiaTa mpou3BOACTBA Topen g0

Mfg. License No. /

IlpoussoacTBeHHASN : MNNB/05/263 MA number: / Homep PY @ JIII-Ne(001 198)-(PI'-RU)

Analysis performed according ND No / Anaans nposefes no H/I Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PI'-RU) o1 29.03.2023

[Ne |Test/Iloka3aTean

[Result / Pe3yibTaThI

| Specification / Hopma

1 Appearance / Onucanue

particulate matter / OHOPOIHBIH
NpO3payHblii resb KENTOro UBETa,
cBOOOAHBIN OT HOCTOPOHHHMX YAaCTHULL.

Clear homogenous yellow gel, free from  Clear homogenous light

vellow to yellow gel, free from
particulate matter / OIHOPOZHBIH MPO3PAYHBIH
renb OT CBETJIO-KENTOro 10 XKENTOTO LIBETa,
cBOGOHbIi OT MOCTOPOHHHX HACTHLL.

2 [dentification by HPLC /
Upenmudnxanus (BIXKX)

TpeCoBaHUAM

Complies as prescribed / CootserctBYyeT 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 yAepXHBaHHA OCHOBHOTO TMHKa Ha
XpoMaTOorpaMMe  HCTIBITYEMOTO  PacTBOpa

JIOJIKHO COOTBETCTBOBATh BpeMeHHn
yIAEPAKHBAHUS OCHOBHOTO MHKa Ha
XxpomaTorpaMMe ~ pacTBopa  CTaHAAPTHOTO
o6pazua HUMECYIHIA (paznen

|
«KonuaecTBEHHOE OlIpefie/IeHne)

3 Weight of package
contents Macca
COePKUMOT0 YHAKOBKH

101 g/101r

According to the requirements. Not less than
100 g / B cooteetcTBHH ¢ Tpebopanusamu. He
MeHee 100r

Remarks : The Product confortus (v ND/
Ipumeuanne: [Ipoxykr coorsercTayet TpeboBaniam HIT

Conclusion ;: APPROVED /
3akmodenne: OJJOBPEHO

Prepared by /
MoparoToBnero: Shivani }T

Checked by /
ITpoBepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /

Opobpeno: Menemxep / Pykoonuresb ’}L uf
Manoj Kumar .' MLJ

Reprint Date /
Oara: 24.01.2024

Reprint Date /
ara: 24.01.2024

Reprint Date /
Jara: 24.01.2024

fesistered Otfice: 8-2

2
)

37, Road No. 3, Banjara Hills, Hyderabad - 500034,.Telangana, india

Tel +91 40 4900 2800, Fax: 291 40 4900 2999, Email: mail@drreddys.cem
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wwye.drreddys.com



@
Dr.Reddy’s €&

.

Dy Redddy's Laboratories Lid
Formuiation Unit-6

Vil Khol falagarh Road, Bad:dy,
st Soian, H.P, 173 205, INDHA
Tol - +31 881566 56001-02
wyw direddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Nise gel 1%, 100 g

I poayxr: Haiiz®, rens ans HapyxHoro npuMesenns 1%, 100 r

Market / PoiHoK : Russia / Poccus

Batch No. / . V230753 Batch Quantity / . 11634.000 units /
Cepus Ne ) Pasmep cepun © 11634.000 equnnn
Analytical Repovrt No./ . 040002195570 Date of Analysis / . 16.10.2023
AuajuTHYecKHii oTyeT Ne JlaTa anannsa

Date of Manufacture / . 09/2023 Date of Expiry / . 08/2026

Jlara npoH3BoacTBa Togen no

Mifg. License No. /

IIpou3BoACTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)~(PT-RU)
JHensns Ne

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

Analysis performed according ND No / Auanns nposexen no HJI Ne: JITI-Ne(001198)-(PT-RU) dt. 29.03.2023 /

4

ol

5.7

r.6 t0 6.0/ 01 4,6 10 6,0

5 Related substances /PoacTBeHHBIE IPHUMECH

1) Impurity A / IIpumecs A

2) Impurity B / Ilpumecs B

3) Impurity C / Ilpumecs C

1
5
6
7

Impurity D / I[Ipumece D
Impurity E / [Ipumecs E
Impurity F / lpumecs F
Highest Unknown
Impurity / Exunuynas
HeuZeHTU(ULMpPOBaHHA
S IPYIMECH

8) Total impurities /
Cymma npuMecei

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.04 %) / Huxe
npeena KOJTHYECTBEHHOTO
ompeaenenus (ITKO = 0.04 %)
Below LOQ (LOQ = 0.04 %) / Hixe
npezesa KOJHIeCTBEHHOTO
onpenenerus (ITKO = 0.04 %)

Not detected / He 0OHapyKeHa
0.07%
Not detected / He 06HapyxeHa

0.12%

0.2%

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

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

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

4) Not more than 0.2 % / ne 6onee 0,2 %
5) Not more than 0.2 % / ne 6onee 0,2 %
6) Not more than 0.2 % / ne 6onee 0,2 %

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

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

Remarks : The Product conforms to ND/
Tpumeuanne: [Tpoaykr cooTBeTCTBYET TpeGosanusam HJT

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

JaTta: 24.01.2024

Jara: 24.01.2024

Prepared by / Checked by / Approved by: Manager/Executive /
MoprotosneHo: Shivani  § __ | [Iposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoaureis @,ﬂj

A ) Maurya Manoj Kumar =
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.01.2024

onistered Office: 8-2-237, Road o, 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin

Tel

3

S04 40 4500 2900, Fax: +61 40 4900 2999, Emaik: mnait@drreddys.com

CiN: L25195AP1984PLCO04507

vavwdrreddys.com
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Formulation Unit-5
Vill Khnl, Nalagarh Road, Badd,
Distt. selan, H.P, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Nise gel 1%, 100 g
Hpoayxr: Haiis®, reas ans Hapyxso

ro npumeHenus 1%, 100 r

Market / PeiHOK

: Russia / Poccust

Batch No. / . V230753 Batch Quantity / . 11634.000 units /
Cepus Ne ’ Pasmep cepuu * 11634.000 equnun
Analytical Repovrt No./ . 040002195570 Date of Analysis / . 16.10.2023
AHanuTHYecKHIH oT4eT Ne Jlata ananusa

Date of Manufacture / . 09/2023 Date of Expiry / . 08/2026

Jata npon3BoAcTBa Tonen no

Mfg. License No. /

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

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

0 Microbial contamination /

Mukpobuosoruyeckasi YMCTOTa™

Total aerobic microbial
count / ObIee KOJTHYECTBO
PKH3HECTIOCOOHBIX
{a5pO6HBIX
MHKPOOPraHH3MOB

Total combined
yeasts/molds count /
Ob11ee YUCIIO APOAIKEBBIX
U IJICCHEBBIX TPHOOB
Pseudomonas aeruginosa

Staphylococcus aureus

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

Less than 10 CFU/g/
Memnee 10 KOE/T

Absentin 1 g/ OrcyrcTByeT B 1 T

Absent in 1 g/ OtcyrctByeT B 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/ OrcyrcTBHe B 1 T

!Ahscm in 1 g/ OtcyrcTBHE B 1 T

MPUMEHEHHUIO (JIMCTKOM-BKIIABIIIIEM).

i Assay / Konnuecrsennoe | 10.34 mg/10.34 mr 9.0 to 11.0 mg of C3H;2N2058 (nimesulide)
onpeeneHne er 1 g of the product. /
OT1 9,0 o 11,0 mr C3H12N20sS (Humecymin)
B 1 r npenapara
8 Package / YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and

ppatient information leaflet (package insert) in a carton. /
[To 100 r B TyOy U3 TaMHHHPOBAHHOTO ATIOMHMHHS, CHabXKEHHYIO0 MeMOpaHOH [Jist
KOHTPOJISL IEpBOr0 BCKPbITHS. ITo 1 Ty6e B mauky KapTOHHYIO C HHCTPYKIHUEH 110

* 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/

ITpumcuanue: ITpoaykT cooTBeT

cTByeT TpeboBaHusM 11]1

Conclusion : APPROVED /
Zakaouenne: OTOBPEHO

Prepared by /
MoprotoeneHo: Shivani /ST

Checked by /
IIpoeepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxosonurens
Manoj Kumar

=

Reprint Date /
[arta: 24.01.2024

Reprint Date /
Hara: 24.01.2024

Reprint Date /
Hata: 24.01.2024

Regisiered Oifice: £-2-337, Road No. 3, Banjara Hills, Hyderabad - 5€0034, Telanzana, india
Tol: +97 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN. L85195AP1984PLCI04507

www.drreddys.cora
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Formulation Unit-6

Vit Khol, Blalagarh Roar!, Bacid,
Distt. Solan, H.P, 173 205, INDIA
Te! 491 92166 56001-02

v drreddys.coim
CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHATTU3A
Product : Nise gel 1%, 100 g
Tpoayxr: Haiiz®, rens ang HapyxHoro npumenenns 1%, 100 r
Market / PeiHOK : Russia / Poccust
Batch No. / . V230753 Batch Quantity / . 11634.000 units /
Cepus Ne : Pazmep cepuu " 11634.000 equnulL
Analytical Repo“rt No./ . 040002195570 Date of Analysis / . 16.10.2023
AnanutHyeckuii oTyer Ne Jara anaansa
Date of Manufacture / . 09/2023 Date of Expiry / . 08/2026
JlaTa npou3BoacTBa Tomen no
Mfg. License No. /
IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIITI-Ne(001198)-(PT-RU)
Junen3us Ne

Analysis performed according ND No / Auaau3 nposenen no HJI Ne: JIII-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

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

* TIpOBOAMTCA MPOU3IBOAMTENEM TIPU BBIITYCKE MEPHOAMUECKH (C HHTEPBAJIOM B OJJHO HCTILITaHHE Ha 20 cepuii i He MeHee 1
pa3a B rox). [lokasatens MOXeT GbITh HE BKJIIOUEH B CepTUGUKAT aHaIN3a PUPMBIL.

API name (INN) / A®OC (MHH):

Nimesulide / Humecynug

API manufacturer batch number /

IIpomssoauteanr ADC, cTpana:

Homep cepun npousoauteas ADC: A nonEs

FP Manufacturer API Batch number /

Homep cepun cyocranuun npouspoautes I'JId: HEQIG098

API Manufactured by & country / Aarti Drugs Ltd., India /

Aaptu Hparc JIta., Muaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmeHoBaHHe, agpec H HOMep JHNECH3HH
IVIOIIAAKH, OCYIIeCTBJISIONIei

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
IIpou3BocTBEHHOE TIoApa3aesieHue-6, Bunnamk Kxonb,
Hanarapx Poyn, bamau, Conan ductpukT, X.II. 173205, Uuaus
(JIunenszus Ne MNB/05/263)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ilponykr coorBeTcTByeT TpeboBanuaMm H] 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / .
MogrotoeneHo: Shivani __ | IIposepeHo: Eﬂl(umar OnobpeHo: Menemkep / PykoBonuTens fw

ﬁ ) Maurya - Manoj Kumar ~
Reprint Date / Reprint Date / Reprint Date /
Hata: 24.01.2024 Jara: 24.01.2024 Jarta: 24.01.2024

Fegistered Oifice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +01 40 4560 2800, Fax: +91 40 4900 29992, Email: mail@drreddys.coin

CIN, LR5185AP1984FLCO01507
vavw.drreddys.coim
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A
Product : Nise gel 1%, 100 g
Mpoayxr: Haiiz®, reap ans HapyxHoro npumesenus 1%, 100 ¢
Market / PbiHOK : Russia / Poccus
Batch No. / . V230753 Batch Quantity / _ 11634.000 units /
Cepust Ne ' Pasmep cepuu © 11634.000 eguHML
Analytical Repourt No./ . 040002195570 Date of Analysis / . 16.10.2023
AHaJuTHUYecKHii oT4eT No JlaTa anaamsa
Date of Manufacture / . 09/2023 Date of Expiry / . 08/2026
JaTa npou3BOACTBA TI'ogen mo
Mfg. License No. /
IIpounsBoacTBeHHAR : MNB/05/263 MA number: / Homep PY  : JIITI-Ne(001198)-(PI'-RU)
auueH3us Ne
Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JIII-Ne(001198)-(PT-RU) dt. 29.03.2023 /

JITI-N2(001198)-(PI'-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».

3aK/04eHHe 0 COOTBeTCTBHH: «HacToAMMM s MOATBEPXKat0, YTO MPHUBEACHHAs BbIIE MHPOPMAIMs SBISETCS
JIOCTOBEpHOM M TOYHOH. DTa cepus MNpPOAYKIMH MpoM3BefeHa (BKIIOYas YMAakoBKy (MapKHpOBKY) M KOHTpPOJb
KauecTBa) HA BHINIEYKA3aHHOW MPOW3BOACTBEHHOHM muomaike (MUIOWAaAKax) B MOJHOM COOTBETCTBUM C
TpeboBanuamMu IIpaBun Haanexameil NMpoW3BOACTBEHHON NpakTHKu EBpasuiickoro skoHoMHYeckoro cowosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeboBaHUAMM KOHTPOJIS KaYSCTBA JIEKAPCTBEHHBIX CPEJCTB,
a TaKKe B COOTBETCTBMH CO CrielUKanMsMHu, COAEPKALIMMHUCA B PETHCTPAIMOHHOM JIOChE CTPaHBI-MMIIOPTEPA.
3anucH 1o NPOU3BOJICTBY, YIAKOBKE M aHANK3Y MPOBEPEHEI, H YCTAHOBJIEHO MX COOTBETCTBHE TpebosaHuaM [1paBun
HaAJNexaleld TpOU3BOCTBEHHON NpakTUKU EBpazsuicKoro 3KOHOMHUYECKOI0 COr03a».

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

IIpnmeuanne: IponykT cootBeTcTBYeT TpeboBanusmM H 3akawyenne: OJOBPEHO

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

MogrotosneHo: Shivani ﬁ—)—- [Iposepeno: Saptosh Kumar Onobpeno: Menemxep / Pykosoaurtens 37"'»}11 i / }
Maurya Manoj Kumar —

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.01.2024 Jara: 24.01.2024 Jara: 24.01.2024

Negistered Office: 8-2-327, Road No 3, Banjara Hiils, Hyderabad - 500024, Tetaneana, India
Tel: +01 20 4900 29G0, Fax. +91 20 4800 2899, Email: mal@di reddys.com
CIM. 1L35195AP1984PLCO0AS0TY
v drreddys.com




