Dr.Reddy’s €3¢

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

CEPTUOUKAT AHAJTU3A

Product : Nise gel 1%, 100 g
I poayxr: Haiz¥, rens ais HapyxHoro npuMeHenus 1%, 100 r

Market / Poinok

: Russia / Poccus

Batch No. / . V240188 Batch Quantity / _ 11320.000 units /
Cepus Ne ’ Pasmep cepuu " 11320.000 equnwMIL
Analytical Repourt No./ . 040002483262 Date of Analysis / . 11.04.2024
AHnajnuTnyeckuii oTueT Ne Jara ananusa

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

JlaTa npoM3BOACTBA Toaen no

Mfg. License No. /

IIpousBoacreennas : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PI-RU)
JIHeH3HA No

Analysis performed according ND No / Auasn3 nposeaen no HJ/I Ne: JIII-Ne(001198)-(PT'-RU) dt. 29.03.2023 /
JIII-Ne(001198)-(PI'-RU) or 29.03.2023

Ne

Test / IToka3aTen

Result / PesynbTaThl

| Specification / Hopma

1

Appearance / Onucanue

Clear homogenous light yellow gel, free
from particulate matter / OnHopoaHbIi
PO3pauHbIi b CBETIIO-KENITOro BeTa,
CBOGOIHBIM OT MOCTOPOHHHUX YACTHILI.

Clear homogenous light|
yellow to yellow gel, free from
articulate matter / OqHOPOAHBIHA MpPO3payHbIH
ﬁeﬂb OT CBETJIO-KEJITOr0 10 JKEJITOro IBETa,

|(:B060,um>m OT MMOCTOPOHHUX YaCTHILL.

Identification by HPLC /

Npentuduxanust (BIXKX) rpeboanusm

Complies as prescribed / COOTBETCTBYET

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 ynepuMBaHHsS OCHOBHOI'O IHKAa Ha
XpoMarorpaMMe  HCIBITYEMOrO  pacTBopa
JTOJKHO COOTBETCTBOBATD BpEMEHH
\yAepIKHBaHUS OCHOBHOTO MHKa Ha
XpomaTorpaMme  pacTBOpa  CTaHAApTHOTO
obpasna HUMECYNUA (paznen
«Konr4ecTBEHHOE ONpPENENEHHE)

‘Weight of package
contents Macca

COAEPIKHMOr0 YHAKOBKH

101 g/101r

According to the requirements. Not less than
100 g/ B cootseTcTBHH ¢ TpeboBanusmMu. He
menee 100

Remarks : The Product conforms to ND/
ITpumewanne: ITponykr cooTeTcTBYeT Tpebobanusam HII

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
ITonroroeneno: Ankit

/{{] Checked by /
7 -
vl Maurya

Approved by: Manager/Executive /
IIporepeno: Santosh Kumar OnobpeHo: Menemkep / PykoBoautens
: Amit Kumar { e % Lo,

Reprint Date /
JHara: 11.04.2024

Reprint Date /

Jata: 11.04.2024

Reprint Date /
Jara: 11.04.2024

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Nise gel 1%, 100 g

I poayxr: Haiiz®, rens juis HapyskHoro npuMeHerus 1%, 100 r

Market / Pornok

: Russia / Poccus

Batch No./ . V240188 Batch Quantity / . 11320.000 units /
Cepus Ne ) Pazmep cepuu © 11320.000 egunuL
Analytical Repovrt No./ . 040002483262 Date of Analysis / . 11.04.2024
AnanuTuieckuii oruet Ne Jara ananunza

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

Jara npoun3BoacTea I'opeH no

Mfg. License No. /

IlponsBoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JIMLeH3Hs1 Ne

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

Analysis performed according ND No / Anaan3 nposenex no HJI Ne: JIII-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

4 pH

5.7

4.6t06.0/014,6 10 6,0

5 Related substances /PogcTBeHHbIe IpHMecH

1) Impurity A / ITpumecs A
2) Impurity B / IIpumecs B

3) Impurity C / I[Tpumecs C
4) Impurity D / [Ipumecs D
5) Impurity E / Ilpumecs E
6) Impurity F / IIpumecs F
7) Highest Unknown
Impurity / Enunnynas
HEMJEHTU UL POBaHHA
s TIpEMech

8) Total impurities /
CyMMa npumeceit

Not detected / He oOHapyxeHa
Below LOQ (LOQ = 0.04 %) / Huxe
npeaesia KOJu4eCTBEHHOTO
onpenenenus (ITKO = 0.04 %)

Not detected / He oOHapyxeHa
Not detected / He oOHapyxeHa
Not detected / He oOHapyxeHa
Not detected / He oOHapyxeHa
Below BDL / Huxe nopora
perucrpauuu

Below BDL / Huxe mopora
perucrpanyu

1) Not more than 0.2 % / He 6o1ee 0,2 %
2) Not more than 0.2 % / He 6onee 0,2 %

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

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

Remarks : The Product conforms to ND/
ITpumeuanne: ITponykT cogrBeTcTBYET TpeGoBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / /,{ Checked by /
[TogrotoBneno: Ankit  /f1 _~~
1

Maurya

IIpoBepeno: Santosh Kumar
S

Approved by: Manager/Executive /

Onobpeno: MeHemxkep / PyKoBOIUTEND
. 5 A

Amit Kumar }&

P
—

—

Reprint Date /
Jara: 11.04.2024

Reprint Date /
Jara: 11.04.2024

Reprint Date / L
Jata: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN; .R5195AP1984PLC004507
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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

CEPTUDOUKAT AHATTU3A

Product : Nise gel 1%, 100 g

I ponyxr: Haiiz®, renp mns HapysxHoro npumenenns 1%, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240188 Batch Quantity / . 11320.000 units /
Cepust Ne ) PazMep cepuu " 11320.000 exuuumIL
Analytical Repo“rt No./ . 040002483262 Date of Analysis / . 11.04.2024
Anagurudecknii oryer Ne JdaTta aHaau3a

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

Jata npousBoacTra I'ogen no

Mfg. License No. /

IIpousBoacrBennasn : MNB/05/263 MA number: / Homep PY @ JIII-Ne(001198)-(PI™-RU)
JuueHsusa Ne

Analysis performed according ND No / Axasnn3s nposeaen no HJ/ Ne: JITI-Ne(001198)-(PT-RU) dt. 29.03.2023 /
JITI-No(001198)-(PT-RU) ot 29.03.2023

6 Microbial contamination / Mukpo6uosnoruueckas YHCTOTA*
Total aerobic microbial
count / Ob1ee KONHYECTBO
YKU3HECTIOCOOHBIX Less than 10 CFU/g/ Not more than 10? CFU/g /
aspOOHBIX Menee 10 KOE/r He 6onee 10* KOE/r
MHUKPOOPraHU3MOB
Total combined Less than 10 CFU/g/ Not more than 10' CFU/g /
yeasts/molds count / Menee 10 KOE/r He 6onee 10" KOE/r
O0611ee YUCTO APOXKIKEBBIX
U [JIECHEBBIX IpUOOB
Pseudomonas aeruginosa  |Absentin 1 g/ OrcyrcTByeT B 1 1 Absent in 1 g/ OTcyTcTBHE B 1 T
Staphylococcus aureus IAbsent in 1 g/ OrcyrcTByeT B 1 T Absentin 1 g/ OrcyrctBue B 1 T
7 Assay / KomuyectBennoe | 10.12mg/10.12 Mr 9.0 to 11.0 mg of C13H12N20sS (nimesulide)
onpejesieHHe er 1 g of the product. /
Ot 9,0 no 11,0 mr C3H2N>OsS (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 TyOy U3 TaMHHHPOBAHHOTO AIOMHUHUSI, CHAOXKEHHYIO MeMOPaHO Juis
KOHTpOJIs nepBoro BCKpbITHs. [1o 1 Tybe B mayky KapTOHHYIO C HHCTPYKIUEH 110
NPUMEHEHUIO (JIUCTKOM-BKJIA/IBIIIEM).

* 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/
IIpumeyanne: IIpoaykT cooTBeTcTBYeT TpeboBanusm HJ[

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Ankit

Checked by /
[TpoBepero: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens
Amit Kumar /_{ =

.

fov e

Reprint Date /
Hata: 11.04.2024

Reprint Date /
Hara: 11.04.2024

Reprint Date / [

Jarta: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tei: +91 40 4500 2900, Fax: +91 40 4900 2999,

Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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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

CEPTUDUKAT AHATTU3A

Product : Nise gel 1%, 100 g
Ipoayxr: Haiis®, rens s HapyxHoro npumenenus 1%, 100 r

Market / Poidox : Russia / Poccus

Batch No./ . V240188 Batch Quantity / . 11320.000 units /
Cepusn Ne : Pasmep cepuu © 11320.000 egunauILy
Analytical Repovrt No./ : 040002483262 Date of Analysis / . 11.04.2024
AHanuTHYeckuii oTyeT No JlaTta anaJjm3za

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

JlaTa npoH3BOACTBA I'ogen no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
JuueH3ust Ne

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

Analysis performed according ND No / Anann3 nposeaex no H/I Ne: JITT-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

* TIpOBOAMTCS TIPOM3BOAMTENEM TPH BBIMYCKe MEPHOINYECKH (C HHTEPBATIOM B OJHO MCTIbITaHHe Ha 20 cepuii WM He MeHee 1
pasa B ron). [Tokaszatens MOXeT GbITh HE BKITIOUCH B CEPTU(UKAT aHAIH3a PUPMEL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepuu npoussoaurteis ADC:

NMS/13090880

FP Manufacturer API Batch number /
Howmep cepun cybctannun npoussoguress I'JIdD:

FERA00081

API Manufactured by & country /
IIpoussoauteas AP®C, crpaHa:

Aarti Drugs Ltd., India /
Aaptu Jlparc JIta., Muaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmeHoRaHUe, aipec H HOMeP JHHEH3HH
IJIOIAIKH, OCYIIeCTBISIONeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
ITpousBoacTBEHHOE NOApa3aeneHne-6, Bunnamk Kxois,
Hanarapx Poyn, Bagnu, Conan ductpukt, X.I1. 173205, Unaus
(JIuuensust Noe 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
cowplinnce with Guod Mauufacturing Practice of the Ewasiau Eeonowic Univu is establishiedss.

Remarks : The Product conforms to ND/
IMpumeuanne: IIpoaykt cooTeeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
3axmouenune: QJIOBPEHO

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

IloarorosyieHo: Ankit ;"/1 .| lposepeno: Santosh Kumar Onobpeno: Menemiep / PykoonuTens
// Maurya Amit Kumar - -f;\:: :

Reprint Date / i Reprint Date / Reprint Date/  \

Jarta: 11.04.2024 Jlata: 11.04.2024 Hara: 11.04.2024

Registered Office: 8-2-337, Road No. 3,

Tel: +91 40 4900 2900, Fax: +9

Banjara Hills, Hyderabad - 500034, Telangana, India
1 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
‘... Formulation Unit-6
s L Vill. Khol, Nalagarh Road, Baddi,
Dr’ Reddy S L Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Product : Nise gel 1%, 100 g
| Mpoxyxr: Haitz®, resb ans HapyxHoro npumenenus 1%, 100 r

Market / PoiHok : Russia / Poccus

Batch No./ . V240188 Batch Quantity / . 11320.000 units /
Cepust Ne i Pazmep cepun " 11320.000 enuuuL
Analytical Repovrt No./ . 040002483262 Date of Analysis / . 11.04.2024
AHanurndeckuii oruer Ne HMata ananusa

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

JlaTa npou3BoACTBa Tonen xo

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JiMLeH3Hst Ne

Analysis performed according ND No / Anaan3s nposeaen no HJI Ne: JIN-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JIIT-Ne(001198)-(PI"-RU) ot 29.03.2023

3ak/I04eHHe O COOTBeTCTBHH: «HacTosIMM s MOATBEPXKAAI0, YTO MPHUBEAEHHAsA BHIIE UHGOPMAUMA SBIAETCA
JIOCTOBEPHOM W TOYHOM. DTa cepus NPOAYKLUMH ApOM3BeAeHa (BK/IOYas YNAKOBKY (MapKMPOBKY) M KOHTPOIb
KauecTBa) Ha BhINIEYKA3aHHON IMPOM3BOJACTBEHHOMN IUIOlIaAKe (MJIOIMAAKax) B IOJIHOM COOTBETCTBHH C
Tpe6GoBanuamy [lpaBun Haanexaiiedl NpoM3BOACTBEHHOM NMpakTHKK EBpasuiickoro skoHomuueckoro coiosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbpsa 2022) u Tpe6OBaHUIMHU KOHTPOJIS KauyecTBa JICKAPCTBEHHBIX CPE/CTB,
a TaKKe B COOTBETCTBHHU CO CrieqUUKAIMAMU, COAEPKALIUMHICS B PETMCTPAIlMOHHOM JI0ChE CTPaHBI-UMIIOpTEpa.
3anucy Mo NpoU3BOICTBY, YIAKOBKE M aHAJIM3Y IPOBEPEHb], M YCTAHOBIIEHO HX COOTBETCTBHE TpeboBaHusam [Ipasus
Haajexaliei NMporu3BOJCTBEHHOM NMPakTUKU EBpasHiCKOro 3KOHOMUYECKOTO COKO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeyanue: [IpoaykT cooTBeTCTBYET TpeboBanusam HJI 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneno: Ankit /</ [TpoBepeno: Santo%umar Onobpeno: Menemiep / PykoBoauTtens

Maurya B Amit Kumar [&_)"-:;
Reprint Date / Reprint Date / Reprint Date/ !
Jara: 11.04.2024 Hara: 11.04.2024 Hata: 11.04.2024

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




