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

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A
Product: Nise gel 1%, 100 g
Ipoayxrs Haitz®, rens ais Hapyxuoro npuMeHeHns 1%, 100 r
Market / PoiHOK : Russia / Poccnst
Batch No. / . Batch Quantity / 11840.0 units / o
Cepus Ne . Pasmep cepuu 11840.0eguHuLy
Analytical Repovrt No./ . 040002740789 Date of Analysis / . 30.11.2024
AunanuTu4deckuii oryer Ne Jara anasnusa
Date of Manufacture / . 11/2024 Date of Expiry / 10/2027
Jara npon3BoJcTBa T'omen no
Mfg. License No. /
IIpou3BomcTBEeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
annen3us Ne
Analysis performed according ND No / Anaau3s nposeaen no HJI Ne: JITT-Ne(001198)-(PT’-RU)-290323

| Ne | Test/ Iloka3zarens |Result / PesynbraTh | Specification / Hopma - B
1 Appearance / Onucanune Clear homogenous yellow gel, free from  Clear homogenous light
particulate matter / OxHOpOAHBIH yellow to yellow gel, free from

| .HpOSpa'-IHbIﬁ reJib XKCJITOro 1BETAa,

(CBOGOZHBII OT IOCTOPOHHYX YACTHIL.

particulate matter / OnHOpOAHBIN Npo3payHbIi
relb OT CBETIO-KEJITOro JI0 JKEJTOrO ILBETa,
cBOOOJHBIH OT MOCTOPOHHMX YaCTHIL

2 [Identification by HPLC /
Hpentudpuxannsa (BIXKX)

3 Weight of package
contents Macca

COAEPKHMOr0 YIIaKOBKH

Complies as prescribed / CooTBETCTBYET
TpeboBaHUIM

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). /
Bpems ynepkuBaHHS OCHOBHOTO MNUKAa Ha
XpoOMaTrorpaMMe  MCIBITYEMOrO  pacTBopa
TOJDKHO COOTBETCTBOBATH BpEeMEHH
yAepXKUBaAHHUS OCHOBHOTO nHKa Ha
XpoMarorpaMMe — pacTBOpa  CTaHAapTHOIo
obpaszla HUMECYJIUJa (paznen
«KonruecTBeHHOE ONpeaeIeHNE))

101 g/101r

According to the requirements. Not less than
100 g / B cootBeTcTBUH ¢ TpeboBaHusamH. He
meHee 100 T

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykt cootBeTcTBYET TpeboBanusam H/I

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

s

Checked by /
IIposepeHo: Pawan Kumar

L

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

Pavan Kumar Sharma = —

Reprint Date /
Hara: 30.11.2024

!

Reprint Date /
Hara: 30.11.2024

Reprint Date /
Hata: 30.11.2024

Registered Office: 8-2-337, Road No, 3, Baniara Hills, Hyderabad - 500034, Tetangana. India
Tel: +91 40 4900 29060, Fax: +91 40 4900 2998, Ernail: mzii@drreddys.com

CIN: L85195AP1984PLCO04507
wwyr.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUD®UKAT AHAJIU3A

Product: Nise gel 1%, 100 g

Mpoxyxr: Haitz®, rens ana HapyxHoro npuMenenus 1%, 100 r
y PY p

Market / Puinox

: Russia / Poccus

11840.0 units /

Batch No./ . Batch Quantity / .

Cepusi Ne % V240790 Paimep cepun * 11840.0ceamamiy
Analytical Repovrt No./ . 040002740789 Date of Analysis / . 30.11.2024
AHanuTH4UecKHii oTyeT Ne JaTa anaau3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

Jata npousBoacTBa T'ogen g0

Mfg. License No./

IIpouseoacreeHHasn : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
Juuen3us Ne

Analysis performed according ND No / Anaaus nposesen no HJI Ne: JITI-Ne(001198)-(PT-RU)-290323

4 pH
|

53

4.6t06.0/0t14,6 06,0

5 [ Related substances /PoacTBeHHbIE RPHMECH

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

3) Impurity C / IIpumecs C

4) Impurity D / [Ipumecs D

5) Impurity E / Ilpumecs E
6) Impurity F / [Ipumecs F

7) Highest Unknown
Impurity / Enuandnas
HeuAeHTHHLPOBaHHA
sl IPUMECH

8) Total impurities /

CyMmmMma npuMecei

1) Not detected / He obHapysxeHa
2) Below LOQ (LOQ =0.04 %) /
Hibke npefena Konm4ecTBEHHOTO
onpeaenenns (IIKO = 0.04 %)

3) Not detected / He oOHapyxeHa

4) Below LOQ (LOQ = 0.06 %) /
Huxe npefena Kona4eCTBEHHOrO
onpexenerus (ITKO = 0.06 %)

5) Not detected / He o6HapyxeHa
6) Not detected / He obHapyxeHa

7) Below LOQ (LOQ =0.1 %) /
Huxe npenena KOMUYeCTBEHHOIO
onpenenenns (ITKO = 0.1%)

Below LOQ / Huxe npeaena
KOJIHUECTBEHHOTO ONPE/ENeHH s

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

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

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

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

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoaykT cooTBeTcTBYeT TpeboBanusaM HJT

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Pardeep Kumar

Checked by /
ITposepeno: Pawan Kumar

A

Approved by: Manager/Executive /
Onobpeno: Merexkep / Pyfosonutens

Pavan Kumar Sharma —

Reprint Date /
JHara: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Registered Cfficar R-7.337, Raad Mo, 3, Ranjara Hille, Hyderabad 500031, Telangana, India
Tel: 491 40 49G0 2900, Fax: +91 40 4900 2998, Ermnail: maii@drreddys.com

CIN: L85195AP1984PLCOD4507
Wwwyy.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

Product: Nise gel 1%, 100 g
Mpoayxr: Haiiz®,

reJib [J1sl HAPY)KHOrO npuMeHeHus 1%, 100 r

Market / Prinok : Russia / Poccus

Batch No. / . V240790 Batch Quantity / : 11840.0 units /

Cepusa Ne Pa3mep cepun 11840.0eanHuLL

Analytical Repourt No./ . 040002740789 Date of Analysis / . 30.11.2024

AHanuTHYecKHii oTuer No JlaTa aHajau3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JaTta npou3BOACTBA TIopen 1o

Mfg. License No. /

IMpousBogcTBeHHAR : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PI™-RU)

JHueH3una Ne N

Analysis performed according ND No / Anasus nposeaen no HJI Ne:

JIM-Ne(001198)-(PI'-RU)-290323

6 Microbial contamination / MukpoGHojoruyeckast 4ucTora™
Total aerobic microbial
count / ObIee KOJHYECTBO |
KH3HECTOCOOHBIX NA Not more than 10* CFU/g /
a’pOOHBIX He Gostee 10° KOE/r
MHKPOOPraHHU3MOB
Total combined NA Not more than 10' CFU/g /
yeasts/molds count / He 6onee 10" KOE/r
O0I111ee YUCIO JPOAOKEBBIX '
M MJIECHEBBIX rPHOOB | !
Pseudomonas aeruginosa | NA Absent in 1 g/ OrcytetBue B 1 1
|Staphylococcus aureus NA Absent in 1 g/ OtcyrcTBre B 1 1
7 Assay / KosinyecTBeHHOE 10.15 mg/ 10.15mr 9.0 to 11.0 mg of C 3H2N,0sS (nimesulide)
onpepeJieHHe per 1 g of the product. /
Ot 9,0 no 11,0 mr C13H12N205S (Humecynun)
B 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 TaMUHHPOBAHHOTO aTOMUHNSI, CHAOXKEHHYIO MEMOPaHOMH Jist
KOHTpOJIsSt IEPBOro BCKpbITHS. 1o 1 Tybe B mayKy KapTOHHYIO C HHCTPYKIHEH [10
MPUMeHEHHUIO (JIMCTKOM-BKJIAJBIIIEM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ipumeuanne: [TponykT cooTBeTcTBYeT TpeboBanusam HJT

3akmrouenne: OJJOBPEHO

Prepared by /

—

IToarotoeneHo: Pardeep Kumar

Checked by /
[Iposepeno: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Menenxep / PykgBouTE b
Pavan Kumar Sharma ;:f,x__—.‘

— .

L=

Reprint Date /
Jara: 30.11.2024

Reprint Date /
Hara: 30.11.2024

Reprint Date /

Jlara: 30.11.2024

Registered Cffice: 8-2-337, Road Np, 3

3, Baniara Hills, Hyderahad - 500034 Telangana India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Ermail: mzii@drreddys. com

CIN: L85185AP1984PLCON4507
wavdrredays.com




Dr. Reddy's Laboratories Ltd.
, .... F?rm’ulation Unit-6
Dr. Reddy s ® VI-I|. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTTU3A

Product: Nise gel 1%, 100 g
Hpoaykr: Haiiz®, ress 111 HapyxHoro npumeHeHus 1%, 100 r

Market / PoiHok : Russia / Poccust

Batch No./ Batch Quantity / 11840.0 units /
: V240790 :

Cepus Ne Pa3smep cepun 11840.0enunnLy

Analytical Repovrt No./ . 040002740789 Date of Analysis / . 30.11.2024

AHaauTH4ecknii oTyeT Ne Hara anaausa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

Jarta npon3BoACTBA I'ogen ao

Mfg. License No. /

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

JaunneH3us Ne

Analysis performed according ND No / Anasius nposeaen no HJL Ne: JINI-Ne(001198)-(PT'-RU)-290323

* 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. / :

* [IpOBOAMTCS NPOU3IBOMTENIEM MPH BEINYCKE MEPUOAUYECKH (C HHTEPBANOM B OAHO McTbITaHWe Ha 20 cepuii WK He MeHee 1
paza B ron). [TokasaTens MoxeT 6bITh He BKIIOUECH B CEPTU(UKAT aHanu3a GUpMEL

API name (INN) / A®C (MHH): Nimesulide / Humecynug
API manufacturer batch number / NMS-1E-243003
Howmep cepuu npounssoautenst ADC:
FP Manufacturer API Batch number / FERA00346
Homep cepun cyGcTannun npouspogurens I'JID:
API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
Ipouszsoautens ADC, cTpaHa: Manranam Jpars suj Opranuxc JIta., Heaug
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Name, address, authorization No for FP Solan (HP) 173205, India (License No MNB/05/263 /
manufacturing site / Control site / Release site / [TpousBoacTBEeHHOE MoapazaeneHue-6, Bumnamk Kxois,
HaumeHoBaHue, aipec H HOMeP JIHIEH3UH Hanarapx Poyn, bamnu, Conan Quctpukt, X.I1. 173205, Munus
ILIOIAAKH, OCYLeCTBIAIOLICH (JTuuenzus Ne MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusam HJT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosaeHo: Pardeep Kumar [Ipoeepeno: Pawan Kumar Onobpeno: Menemxkep / PykogoanTens
’ Pavan Kumar Sharma L— =
Reprint Date / Reprint Date / / Reprint Date /
Jara: 30.11.2024 Hara: 30.11.2024 Jara: 30.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +51 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1954PLCO04507
wwvw.drreddys.com



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

[ T
Dr’ Reddy’s ‘... Vi.il. Khol, Nalagarh Road, Badd;,
° Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTUSA
Product: Nise gel 1%, 100 g
Ipoaykr: Haiis®, rens nis HapyxHoro npumenenus 1%, 100 r
Market / Poinok : Russia / Poccust
Batch No./ . Batch Quantity / . 11840.0 units /
Cepus Ne § VARG Pa3smep cepun * 11840.0egmunny
Analytical Repovrt No./ . 040002740789 Date of Analysis / . 30.11.2024
AHanuTndecKuid oTueT No Jlara ananusa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
Jata npom3BoacTsa Fopen go
Mfg. License No. /
IIpou3sBoacTBEHHAs! : MNB/05/263 MA number: / Homep PY ¢ JIII-Ne(001198)-(PI-RU)
auueH3ns Ne
Analysis performed according ND No / Anaan3 nposeaen no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323

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».

3aka04eHne 0 cooTBeTcTBHH: «HacTOAIMNM 5 MOATBEPXKAA0, YTO MpPHUBEJEHHas Bbllle WHOOPMAIUs ABNSETCH
JOCTOBEpHOH ¥ TOYHOM. DTa Cepus MPOAYKLUMU NpousBeieHa (BK/IKOYAs yNakoBKY (MapKMpOBKY) M KOHTPOJb
KauecTBa) HA BBIIEYKA3aHHOM NPOM3BOACTBEHHON IUIomaAke (TUIOWAAKaX) B MOJHOM COOTBETCTBHU C
Tpe6GopanusiMi IlpaBun Hajuexallell NMpoU3BOACTBEHHOM NpPaKkTUKU EBpa3sHiilckoro SKOHOMMYECKOTO COKO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) u TpebOBaHUAMH KOHTPOJIA KaYeCTBa JIEKAPCTBEHHBIX CPEICTB,
a TAaKXKe B COOTBETCTBMHU CO CHelM(UKALMIMHU, COAEPKAMUMUCH B PETMCTPAIIMOHHOM JIOChE CTPaHbI-UMIIOPTEpA.
3anucy o NpOU3BOACTBY, YIIAKOBKE W aHAIM3Y [POBEPEHbL, M YCTAHOBIIEHO UX COOTBETCTBHE TpeGoBaHusM IIpaBi
HaJJIexallei npou3BoCTBEHHON NMPAKTUKA EBPa3HICKOro SKOHOMUYECKOro COo3ay.

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

Ilpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusaM HJI 3akmwyenue: OJOBPEHO

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

IToaroroBneno: Pardeep Kumar IlposepeHo: Pawan Kumar Onobpeno: Menemxep / Pyxoaémnenb
f 4@\ Pavan Kumar Sharma h—

Reprint Date / Reprint Date / ' Reprint Date /

Jara: 30.11.2024 Iara: 30.11.2024 Jara: 30.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




