Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddj,
Disit. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
Hponyxr: Haiiz®, rens asis HapyxHoro npumeHeHus 1%, 50 r
Market / Peinok : Russia / Poccus
Batch No./ . V240564 Batch Quantity / . 23329.00 units /
Cepus Ne ) Pazmep cepun " 23329.00equHUL
Analytical Repo“rt No./ . 040002620205 Date of Analysis / . 19.08.2024
AHanuTHYeCKHid oTueT Ne JlaTa anaausa - |
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027
JlaTa npou3BoACTBa Togen go
Mfg. License No. /
ITpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY @ JIIT-Ne(001198)-(PT"-RU)
Junensus Ne
| Analysis performed according ND No / Auanu3s nposeaed no HJL Ne: JITI-Ne(001198)-(PI'-RU)-290323

NQ_Tes_t / TlokazaTenasn Result / PesynabTaTh!

Specification / Hopma .

1 Appearance / Onucaunue [Clear homogenous yellow gel, free from
particulate matter / OIHOPOIHBIH
[IpO3pavHBbIil reNb KENATOro LBETa,
lcBOOOAHBIN OT MOCTOPOHHHUX YACTHIL.

Clear homogenous 1igh1|
yellow to  yellow gel, free from
particulate matter / OHOPOAHBIE NMPO3payHbIi
Telb OT CBETJIO-KENTOro [0 MKEJITOro LBETa,
cBOOORHBIN OT NOCTOPOHHMX YaCTHULL

|Identification by HPLC / | Complies as prescribed / COOTBETCTBYET
Upentudurxanns (BIKX) tpebopanusm

[\>

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 yaepuBaHUS OCHOBHOIO TIIMK2 Ha
KpoMmarorpaMMe  MCIBITYEMOT'O  pacTBOpa
TTOTDKHO COOTBETCTBOBATh BpEMEHH
yAepPKNUBaHUA OCHOBHOTO nvKa Ha
KpoMarorpaMme  pacTBopa  CTaHIApTHOIO
obpasua HUMeCYyIuaa (pa3nmen
«KonuuecTBeHHOE ONpEJEIEHHE)

-

Weight of package S5lg/5lr
contents Macca
COdepPIKUMOr0 YHAKOBKH |

According to the requirements. Not less than
50 g / B cootBercTBHH ¢ TpeboBaHUAMH. He
meHee 50 T

4.6 10 6.0/ Ot 4,6 10 6,0

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
I pumeuyanne: [Iponykr cootseTcTBYeT TpeboBanusam HJL . 3axmouenne: OTOBPEHO

Prepared by / Checked by / &P~ | Approved by: Manager/Executive / "= U/
[Toaroroeneno: Ramakanm‘uj\ IIposepeno: Santosh Kumar Onobpeno: Menemxep / PyxoBonuresns @a/
(™"~ | Maurya Manoj Kumar

Reprint Date / ! Reprint Date / Reprint Date /
Jara: 19.08.2024 Jara: 19.08.2024 Hara: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +81 40 4900 2960, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
wiww.direddys.com




Dr.Reddy’s ":

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIV3A

Market / Poivox

Product: Nise gel 1%, 50 g
M poxykr: Haiiz™, rens s HapyxHOro npuMeHenns 1%, 50 r

: Russia / Poccus

Batch No./ . V240564 Batch Quantity / . 23329.00 units /

Cepus Ne ' Pa3mep cepuu " 23329.00eauHun
Analytical Repoyrt No./ . 040002620205 Date of Analysis / . 19.08.2024
AHanuTHYecKni oTyeT Ne JlaTa aHaJin3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

Jara npousBoacTBa T'omen 10

Mfg. License No. /

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

Analysis performed according ND No / Anasus npogened no H/ Ne: JIII-Ne(001198)-(PT"-RU)-290323

5

Related substances /PogcTBeHHbIC IPUMECH

1) Impurity A/ Ilpumecs A

2) Impurity B / IIpamecs B

3) Impurity C/ [Ipumecs C
4) Impurity D / [Ipumecs D
5) Impurity E / Ilpumecs E
6) Impurity F / Ilpumecs F

7) Highest Unknown
Impurity / Enuanynas
HeHACHTHPULUMPOBAHHA
51 IPUMECH

8) Total impurities /

CyMMa npumece

Below LOD (LOD = 0.02%) / Huxe
npenena obnapyxenus (110 = 0.02 %)
Below BDL (BDL= 4149) / Hmxe nopora
peructpauuu (11P=4149)

Not detected / He obHapy»xeHa

0.11%
Not detected / He oOHapyxkeHa
Not detected / He oOHapyxeHa

Below BDL (BDL= 4149) / Hixe nopora
peructpauuu (11P=4149)

0.1%

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

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

Remarks : The Product conforms to ND/
IIpumeyanue: [IponykT coorseTcTBYeT TpeboBanusam HJJ

M

Conclusion : APPROVED /
3axkmoyenne: OJOBPEHO

Prepared by / Checked by / (@_, Approved by: Manager/Executive /
[ToarorosneHo: Ramakant% r [TposepeHo: Santosh Kumar Onobpeno: MeHemkep / Pykosoaurens "\m}uu/
dutd . o
N\ Maurya Manoj Kumar
Reprint Date / 1™ | Reprint Date / Reprint Date /
Jara: 19.08.2024 Hara: 19.08.2024 Hara: 19.08.2024

Registered Office: 8-2-337, Road No. 2, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4300 2929, Email: maii@drreadys.com

CIN: L851954P1884PLCO04E07
weaydireddys.com




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product: Nise gel 1%, 50 g
Iponyxr: Haiis™, rens ans HapyHOro npuMeHeHns 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No./ . V240564 Batch Quantity / . 23329.00 units /

Cepus Ne : Pazmep cepun * 23329,00equHun
Analytical Repovrt No./ . 040002620205 Date of Analysis / . 19.08.2024
AHannTuyecknii oryer Ne _|MaTa ananusa -
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JlaTa npoM3BOACTBA __|I'open po

Mfg. License No. /

IlpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
JuneH3ust Ne

| Analysis performed according ND No / Anasus nposenen mo HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323

6 Microbial contamination / Mukpo6HoJIOTHYeCKAas YHCTOTA™

Total aerobic microbial
count / O0111ee KONUYECTBO

O6111ee YHCII0 IPOXIKEBBIX
i MJIECHEBBIX TPUOOB

KU3HECTIOCOOHBIX Less than 10 CFU/g/ Not more than 10* CFU/g /

a3poOHBIX Menee 10 KOE/r He Gonee 10* KOE/r

MHKPOOPraHu3MOB

Total combined Less than 10 CFU/g / Not more than 10" CFU/g /

yeasts/molds count / Menee 10 KOE/r He Gosnee 10" KOE/r :

Pseudomonas aeruginosa Absentin 1 g/ OtrcyTcTByeT B 1 T }Absent in 1 g/ OTcyTcTBUE B I T
Staphylococcus aureus ' Absent in 1 g/ OtcyTcTBYeTB 1 I I!Absent in1 g/ Orcyrcre B 11

7 Assay / KonndyecTBeHHOE | 10.37 mg/ 10.37 mr 9.0 to 11.0 mg of C3H12N>OsS (nimesulide)
onpenesieHne per 1 g of the product. /

0T 9,0 mo 11,0 mr C13H12N>0sS (HuMecyaun)
B 1 r mpenapata

8 Package / YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /

[1o 50 r B Ty0y W3 JJAMHHMPOBAHHOTO ATFOMUHHUS, CHAOXKEHHYIO MEMOPaHOH Iist
KOHTPOJIs IEPBOro BCKpbITHs. [1o 1 TyOe B nauky KapTOHHYIO ¢ HHCTPYKLMEH IO

MPYMEHEHHIO (JINCTKOM-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/ Conclusion : APPROVED /
ITpumeuanne: [Tpoaykr cootBeTcTByeT TpeboBanusM HJT = 3axmouenue: OJIOBPEHO

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

IToarorosneHo: Ramakant ﬂwl r_}i [TpoBepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoaurenb
e

Maurya Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
JHara: 19.08.2024 Hara: 19.08.2024 Hara: 19.08.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +61 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIMN: L351354P1984PLCD04507
www.direddys.com




Dr.Reddy’s Q-:-

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Product: Nise gel 1%, 50 g
| Hpoayxr: Haits®, reas st Hapyxaoro npumeHenus 1%, 50 r

Market / Poinox : Russia / Poccus

Batch No./ . V240564 Batch Quantity / . 23329.00 units /

Cepust Ne ) Pasmep cepuu " 23329.00eaunun

Analytical Repovrt No./ . 040002620205 Date of Analysis / . 19.08.2024

AHaauTH4eckHii oryet Ne JlaTa ananusa B -
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JlaTta npoM3BoACTBA T'ogen o

Mfg. License No. /

IIpoussoacreennasi : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
auuen3us Ne

Analysis performed according ND No / Auanu3 nposened no H Ne: JITI-Ne(001198)-(PT'-RU)-290323

* [IpoBOAUTCS MPOM3BOAMTENEM IIPH BHIMYCKE NEPHOIHYECKHU (C HHTEPBAJIOM B OJIHO MCTbITaHKe Ha 20 cepuii unu He MeHee 1
pasa B roj). [Tokazarens MoKeT ObITh HEe BKJIIOUEH B CEPTUGHKAT aHaANU3a PUPMBI.

API name (INN) / A®C (MHH):

Nimesulide / Humecynup

API manufacturer batch number /
Homep cepuu npoussoauTenss ADC:

NMS-1A-243009

FP Manufacturer API Batch number /
Homep cepuu cyoctannuu npoussoautessa I'JId:

FERA00251

API Manufactured by & country /

Mangalam Drugs and Organics Ltd., India /
Manranam [[pars sHg OpraHHKc JItn., Ungus

Ipoussoaureap APC, cTpana:

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanmne, agpec H HoMep JHIEH3HH
IVIOLIAJKH, OCYIIeCcTBIAIOIeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[TpouzBoACTBEHHOE NMOApa3AeneHue-6, Bumnamk Kxons,
Hanarapx Poyn, baguu, Conan Jucrpukr, X.I1. 173205, Unaus
(JIunenzus 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/
IIpumeuanne: [Iponykt coorBercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3akaouyenue: OJOBPEHO

o~

Prepared by / Checked by / Approved by: Manager/Executive / 4./

INoarorosneno: Ramakant wkb [Tposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoaurens @/ﬁ/
& z t Maurya Manoj Kumar

Reprint Date / v Reprint Date / Reprint Date /

Jlara: 19.08.2024 Jlara: 19.08.2024 JHara: 19.08.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +61 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCA04507
wiww.direddys.com




Dr. Reddy's Laboratories Ltd.
®o Formulaticn Unit-6
Dr‘ Reddy’s ".. Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIN3A

Product: Nise gel 1%, 50 g
Npoayxr: Haiis®, reas anis napyxHoro npumeHenus 1%, 50 r

Market / Poinokx : Russia / Poccus

Batch No./ . V240564 Batch Quantity / . 23329.00 units /

|Cepust Ne ) Pasmep cepuu * 23329.00eaunun

Analytical Repog‘t No./ . 040002620205 Date of Analysis / . 19.08.2024

Ananutnueckuii oTuet Ne JlaTa aHanu3za

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JaTa npousBoAcTBa TI'ogen ao -
Mfg. License No. /

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

Analysis performed according ND No / Ananus nposeaen no H/ 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».

3akmouenue 0 cooTBeTcTBHH: «HacTosimuM s moATBeprKAato, YTo MpHBEAEHHAs Bhille MHPOpMalusa ABIAETCA
JIOCTOBEPHOM M TOYHOM. DTa Cepus MPOAYKUWM NpoM3BeleHa (BKIOUYas YMAKoBKY (MapKMPOBKY) M KOHTPOJb
KauecTBa) Ha BBIIEYKA3aHHOW MPOM3BOACTBEHHON muowanke (IJoIaaKaX) B [OJHOM COOTBETCTBHH C
TpeGoBaHuamu [IpaBui Hajjexallell MpOW3BOACTBEHHON mpakTHkd EBpasuiickoro sxkoHoMH4eckoro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTs16ps 2022) u TpeOOBaHUAMH KOHTPOJI KAUeCTBA JIEKAPCTBECHHLIX CPEACTB,
a TAaKKe B COOTBETCTBMU €O crneUUUKALUAMH, COAEPKALIUMUCA B PETUCTPAllMOHHOM J0Che CTpaHbI-UMITOpTEpa.
3anucu 1o NpOU3BOJACTBY, YIIAKOBKE U aHAITU3y MPOBEPEHBI, H YCTAaHOBJIEHO UX COOTBETCTBUE TpeboBaHuUAM [lpaBun
Haanexalei Mpou3BoACTBEHHOMN NpakTUKU EBpa3uiickoro 3KOHOMHUYECKOTO COKO3a».

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

ITpumeuanne: [IponyxT coorBeTcTBYeT Tpeboranusm HIl 73 3akmouenue: OJOBPEHO

Prepared by / Checked by / :9) Approved by: Manager/Executive / ] j

[TonrotoBneno: Ramakant@ [posepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTenb @1—__,
Vl Maurya Manoj Kumar

Reprint Date / : Reprint Date / Reprint Date /

Hara: 19.08.2024 Hara: 19.08.2024 Hara: 19.08.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2500, Fax: +91 40 4900 29929, Email: maii@drreddys.com
CIN: L85135AP1984PLCO04507
wwwdireddys.com




