Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAITU3A

www.drreddys.com

Product : Nise gel 1%,20 g
IMpoayser: Haiiz®, rens juis napysknoro npumenenns 1%, 20 r

Market / PoiHOK : Russia / Poccust

Batch No. / . V230979 Batch Quantity / . 57571.000 units /
Cepust Ne ) Pasmep cepuu © 57571.000 enunHuIL
Analytical Repo“rt No./ . 890001707665 Date of Analysis / . 27.12.2023
AHnanuTnyeckuii oTyer Ne JlaTta anaauza

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2026

JlaTa npon3BoAcTBa I'ogen o

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY @ JIII-Ne(001198)-(PI-RU)
JuneH3us Ne

Analysis performed according ND No / Auanns nposeaen nmo HJI Ne: JHI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PI'-RU) ot 29.03.2023

Ne

Test / Iloxaszarean

Result / Pe3yasTaTh!

Specification / Hopma

1

Appearance / Onucanue

Clear homogenous light yellow gel, free
from particulate matter / OgHopoaHbIii
Mpo3padHbiii refk CBETN0-IKENTOro UBeTa,
CBOOOAHBL OT NOCTOPOHHHX YACTHLL,

Clear homogenous light
yvellow to  yellow gel, free from
particulate matter / OHopoaHRbiit npospaqHsbiii
rens OT CBETNO-KENTOro A0 JKeNToro lBeTa,
cBOOOAHLI OT NOCTOPOHHHX YACTHIL

Identification by HPLC /

Complies as prescribed / CooTBeTCTBYET

Haenrnduxanua (BIXKX) rpedbopanusm

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). /|
BpeMmsi ynepkMBaHHMsI OCHOBHOI'O IHKa Ha
XpOMaTOrpaMMe  HCHBITYEMOTO  pacTBOpa
JIOJDKHO COOTBETCTBOBATh BpEMEHHU
yOep>KUBaHUS OCHOBHOT'O nHuKa Ha
XpoMaTorpamMme  pacTBopa  CTaHJapTHOIO
obpasna HUMECYNUa (pazzen
«KoMM4YeCTBEHHOE ONPEACIEHUE)

Weight of package
contents Macca

COAEPKUMOT0 YHAKOBKH

20g/20r

|According to the requirements. Not less than
20 g / B cootBeTcTBHM ¢ TpeOoBaHusmu. He
menee 20 T

pH

5.4

U 6t06.0/0T4,6106,0

Remarks : The Product conforms to ND/
1lpumeyanne: | lpogykt cooTBeTcTBYeT Tpebosanusam HJ|

Conclusion : APPROVED /
3akarouyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: Ankit //{ [Tpoeepeno: Santosh Kumar Ono6peno: Menekep / PykoBoiTens
‘ Maurya {_ Manoj Kumar xh o
[ o} a-":’_..-—-—"“
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.12.2023 Harta: 27.12.2023 Harta: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2992, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O045G7
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product : Nise gel 1%, 20 g

| Ipoayxr: Haiiz®, rens 115 Hapyxsoro npumenenus 1%, 20 r

Market / PoiHoK : Russia / Poccus

Batch No. / . V230079 Batch Quantity / . 57571.000 units /
Cepusa Ne - Pasmep cepun * 57571.000 equnull
Analytical Repovrt No./ . 890001707665 Date of Analysis / . 27.12.2023
AHaguTHYecKui oTyeT N JlaTa aHaaun3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2026

JlaTa npou3BoACTBa I'oaen po

Mfg. License No. /

IIpousBoacTeenHas : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
JuueH3us Ne

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

Analysis performed according ND No / Auaan3 nposeacu no H/I Ne: JIIT-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

5 Related substances /Pojpcrsennbie npuMecH

1) Impurity A / [Ipumecs A
2) Impurity B / IIpumecs B
3) Impurity C / IIpumecs C
4) Impurity D / [Ipumecs D

5) Impurity E / [Tpumecs E
6) Impurity F / [Ipumecs F
7) Highest Unknown
Impurity / Exuauynas
HEUAEHTHPULIHPOBAHHA
s IpUMeECh

8) Total impurities /
CymMa npumMecei

Not detected / He oOHapyxeHa
0.04%

Not detected / He obHapyxeHa
Below LOQ (LOQ = 0.06 %) /
Huxe npenena KOJHYECTBEHHOTO
onpeaenenus (ITKO = 0.06 %)
Not detected / ne obHapyxeHa
Not detected / He oOHapyxeHa
Below LOQ (LOQ =0.1%)/
Hinke npenena KoJIH4eCTBEHHOTO
onpenenexus (IIKO = 0.1 %)

0.0408%

1) Not more than 0.2 % / He 6onee 0,2 %
2) Not more than 0.2 % / He 6onee 0,2 %
3) Not more than 0.2 % / He 6osee 0,2 %
4) Not more than 0.2 % / ue 6onee 0,2 %

5) Not more than 0.2 % / ue 6onee 0,2 %
6) Not more than 0.2 % / ne 6onee 0,2 %
7) 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/
N pumeuanne: [1poxykT cooTBeTCTBYET TpeboBaHHAM HJ|

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Hara: 27.12.2023 Hara: 27.12.2023

[ToarorosneHo: Ankit [posepeHo: Santosh Kumar Onobpeno: Menemkep / PykoBoauTesib
& / Maurya Manoj Kumar 1&”;‘;—[
Reprint Date / ] Reprint Date / Reprint Date /

Jara: 27.12.2023

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: mail@drreddys.com
CIN: L85195AP1984PLC004507

www drreddys rom




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJTU3A

www.drreddys.com

Product : Nise gel 1%, 20 g

Ipoaykr: Haitz®, rens ans vapyxsoro npumenenns 1%, 20 r

Market / PoiHoK : Russia / Poccus

Batch No. / . V230979 Batch Quantity / . 57571.000 units /
Cepus Ne : Pasmep cepuu * 57571.000 equuuI
Analytical Repovrt No./ . 890001707665 Date of Analysis / . 27.12.2023
AHanntuyeckmii oTyet No JlaTa aHain3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2026

Jara nponssoacraa T'open no

Mfg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI™-RU)
JHneH3nsa Ne

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

6 Microbial contamination / Mukpo6uosoruyeckasi 4ucrora*
Total aerobic microbial
count / Ob1iiee KOJIHUECTBO
)KH3HECTIOCOOHBIX Less than 10 CFU/g/ Not more than 10? CFU/g /
23pOOHBIX Menee 10 KOE/r He 6onee 10 KOE/r
MUKPOOPraHH3MOB
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
O01mee YUCIIO APOAOKEBBIX
U MJIECHEBBIX IPHOOB '
Pseudomonas aeruginosa  |Absent in 1 g/ OtcyrcTByer B 1 1 Absent in 1 g/ OTcyTcTBHE B 1 T
Staphylococcus aureus Absent in 1 g/ OtcyrctByer B 1 1 L‘szent in1 g/ OtcyrctBUe B 1 T
7 Assay / KonuuecTBeHHOE 9.0to 11.0 mg of C13H12N,05S (nimesulide)
onpeaeneHne er 1 g of the product. /
10.24 mg/10.24 mr Ot 9,0 70 11,0 Mr C13H12N20sS (HuMecynux)
B 1 r npenapara
8 Package / YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /
[To 20 r B TyOy M3 IJaMUHHUPOBAHHOT'O AIFOMUHHS, CHA0XKEHHYIO MEMOpaHOH IS
OHTpOJIS epBoro BekpbITus. [1o 1 Tybe B nauky KapTOHHYIO C UHCTPYKLUEH 1Mo
rlprI/IMeHeHI/I}O (JIMCTKOM-BKJIaIbILIEM ).

* 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/

1lpumeuanne: 1lponyKT COOTBETCTBYET TpeboaHusaM H /|

Conclusion : APPROVED /
3aknwyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroropnexo: Ankit [Iposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoauTeNb
Maurya / Manoj Kumar s . [
/ }T} t_t;f"-'-""/
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.12.2023

Hara: 27.12.2023

Jara: 27.12.2023

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: mail@drreddys.com
CIN: L85195AP1984PLC0045G7

www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd.

L/ 4 Formulation Unit-6

Dr' Reddy S b Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTTU3A

Product : Nise gel 1%, 20 g
| Ipoayxr: Haiiz®, rens mis HapyxxHoro npumeHenus 1%, 20 r

Market / Poinok : Russia / Poccus

Batch No. / . V230979 Batch Quantity / . 57571.000 units /
Cepus Ne i Pasmep cepuu © 57571.000 enunmL
Analytical RepoUrt No./ . 890001707665 Date of Analysis / . 27.12.2023
Aunaanruyeckuii oryer Ne JlaTa aHaau3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2026

Jarta npon3Boacrea Toaen o

Mfg. License No. /

IIpousBoacTBeHHASt : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JHUeH3us No

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

* [IpoBOAUTCSA NPOU3BOJUTENIEM NIPH BHIMYCKE MTEPUOAMYECKH (C MHTEPBAIOM B OJHO HCMBITaHHC Ha 20 cepuid wiH He McHec 1
paza B rox). [Tokasaresnb MOXeT GbITh HE BKIIOUEH B CEPTH(HUKAT aHaIM3a GUPMEL

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS-1A-233014
Homep cepun npoussoaurenst ADC:

FP Manufacturer API Batch number / FEQA00556

Howmep cepun cyoctanuuu npoussoautens I'JID:

Mangalam Drugs and Organics Ltd., India /

API Manufactured by & country / Masuranam Jlpar3 sua Opranuxce JIta., Uaaus

IIpouseoautens A®C, crpana:

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 / [IpousBoacTBEHHOE OApasaeaeHue-6, Bunnamk Kxons,
HanmeHoBaHHe, aipec H HOMeP JHIEH3HH Hanarapx Poyn, bammu, Conan uctpukr, X.I1. 173205, MHaus
MIIOMAKH, OCYLIEeCTBJISIIOm el (JTuuenzus Ne MNB05/263)

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

1lpumeyanne: | lponykT cOOTBETCTBYET TpeboBanusam HJ| 3akmouyenue: OJNUBPEHU

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

IToxrotornero: Ankit ﬁ ITpoBepeno: Santosh Kumar Ono6peno: Menemkep / PykosoanTesb

& Maurya Ll Manoj Kumar | \m:ﬁ}i’i{/
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.12.2023 Hara: 27.12.2023 Jara: 27.12.2023

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: mail@drreddys.com
CIN: L85195AP1984PLC0045G7
www,drreddys.com




o Dr. Reddy's Laboratories Ltd.
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/ ° Formulation Unit-6

Dr' Reddy s -. Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHAJTU3A

Product : Nise gel 1%, 20 g
Mpoayxr: Hainn", rens ana vapyxuoro npuvenenns 1%, 20 r

Market / Poinok : Russia / Poccust

Batch No. / © V230979 Batch Quantity / . 57571.000 units /
Cepusi Ne i Pasmep cepuu © 57571.000 enunun
Analytical Repovrt No./ . 890001707665 Date of Analysis / . 27.12.2023
AHanuTHYecKHil oTueT No Jara aHannza

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2026

HaTa nponssoacTsa I'onen po

Mfg. License No. /

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

Juuen3usn Ne
Analysis performed according ND No / Auasnns nposeaen mo HJI Ne: JIIT-Ne(001198)-(PI'-RU) dt. 29.03.2023 /

JII-Ne(001198)-(PT-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/0ueHHe 0 cOOTBEeTCTBHH: «HacTosimM st MOATBEp)KJal0, YTO NpUBEJEHHAs Bbllie MHGOpPMALIUS ABJISAETCS
JIOCTOBEPHOH W TOYHOM. DTa cepus MPOAYKIIMM MPOU3BeNeHA (BKIOYas YMakoBKY (MapKHpPOBKY) M KOHTpOJIb
KayecTBa) Ha BbIILIEYKA3aHHOW NPOM3BOACTBEHHOM IUIOIIajAKe (MIolaaKax) B IIOJIHOM COOTBETCTBMH C
TpebGoBanusamMu [IpaBuy Hajanexaiieili NMPOU3BOJACTBEHHON MpakTHkU EBpasuiickoro skoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsdps 2022) u TpeOOBaHUAMMU KOHTPOJIS KAUeCTBa JIEGKAPCTBEHHBIX CPEACTB,
a TaKkKe B COOTBETCTBUH CO CIELUPUKALMIMHU, COACPKAMMUCS B PErMCTPALIMOHHOM JIOCBE CTPaHBI-UMIIOPTEPA.
3anycH 10 MPOMU3BOJICTBY, YIIAKOBKE U aHAJIM3y MTPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHUAM [IpaBun
Hajjiexalneii npou3BoJACTBEHHOM NpakTUKK EBpa3uiickoro 3k0HOMHUYECKOTO COK3a».

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

Mpumevanune: Tpuayki coviseeisyel 1pebuganmnsm HIT Bukinwuenne: OJOBPEHO

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

INoarorosneHo: Ankit ITpoeepero: Santosh Kumar Onobpeno: Mernemxep / PykoeoanTenb
Maurya @ Manoj Kumar .h ¥

- { (et
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.12.2023 Hara: 27.12.2023 Hara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com
CIN: L85195AP1984PLCO0450G7
www drreddys com




