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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTU3A

Product: Nise gel 1%, 100 g
IMpoaykr: Haiiz®, rens ms HapyxHoro npumeHeHus 1%, 100 r

Market / PriHok : Russia / Poccus

Batch No. / . Batch Quantity / . 11881.0 units/

Cepus Ne E V240588 Pa3smep cepuu * 11881.0enunuiy
Analytical Repourt No./ . 040002633598 Date of Analysis / . 29.08.2024
AHanuTHYecKHi oTyeT Ne JlaTa anaau3sa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

Jata npoM3BoacTBa Togen o

Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposeagen mo H/I Ne: JIIT-Ne(001198)-(PI'-RU)-290323

Ne | Test/ ITokazaTenn Result / PesyasTaTsl Specification / Hopma
1 Appearance / Onucanue [Clear homogenous yellow gel, free from Clear homogenous light
particulate matter / OnHOpOAHBIH yellow to  yellow gel, free from
MpO3PavHbIi reflb XKEeNToro LUBera, particulate matter / OHOPOAHBII Npo3pavHbIii
CBODOJIHBIN OT OCTOPOHHUX YACTHLL. Tellb OT CBETJIO-KENTOrO JO JXENTOro I[BETa,

cBO0O/IHBL OT MOCTOPOHHNX YaCTHIL.

2 Identification by HPLC / | Complies as prescribed / CootBetctByeT The retention time of the main peak in the
Hpentudurauns (BIXKX) TpeOoBaHUSIM 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 ynepxuBaHHS OCHOBHOTO IIHKAa Ha
XpOMaTorpaMMe  MCIBITYEMOTO  pacTBopa

JIOMAHO COOTBETCTBOBATh BpEMEHH
yaepKHBAHUA OCHOBHOTO nuKa Ha
XpOMATOrpaMME  PacTBOpa  CTaH[ApTHOrO
oOpasua HHMECYIHJa (pasnen
«KonuyecTBeHHOE ONpee/icHne)

3 Weight of package 101g/101r According to the requirements. Not less than
contents Macca 100 g/ B cooTBeTcTBUH C TpeGoBanuamu. He
COJEPKHUMOT0 YNAKOBKH imeﬂee 100r

|

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [poaykT cooTBeTcTBYeT TpeboBanraM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh Rana [Mporepeno: Pardeep Kumar Onobpeno: Menemxep / Pykgsonntens

| {} Q[;/, Pavan Kumar Sharma P
Reprint Date / Reprint Date / Reprint Date / T
Jara: 29.08.2024 Hara: 29.08.2024 JTata: 29.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2500, Fax: +91 40 4300 2999, Email: maii@direddys.com
CIN: L85155AP1984PLC0O04507
www.drreddyz.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A

[Product: Nise gel 1%, 100 g

Hpoayrr: Haitz¥. rens 11 Hapys#Horo npaMedenns 1%, 100 r
| poxy pY P

Market / PoiHok : Russia / Poccus

Batch No./ i "~ [Batch Quantity / . 11881.0 units/

Cepus Ne 3 V240583 Pasmep cepun * 11881.0eauHuL,
Analytical Repovrt No./ . 040002633598 Date of Analysis / . 20.08.2024
Anaaurn4eckuii oTyer Ne JlaTa anaausa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JaTa npoH3soicTEa Togen no

Mfg. License No. /

HpouspoacTeeHHas : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001198)-(PT-RU)
MHOeH3 A Ne

Analysis performed according ND No / Awasns nposeaen no H/1 Ne: JITI-Ne(001198)-(PI'-RU)-290323

4 pH

53

4.6t06.0/0t14,6 no 6,0

5 Related substances /PoacTBeHHbIe IPUMECH

1) Impurity A / Tlpumecs A
2) Impurity B / [Ipumecs B
3) Impurity C / [Ipumecs C

4) Impurity D / Ilpumecs D

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

7) Highest Unknown
Impurity / EquaniHas
HeuAeHTHUIIMPOBaHHA
S IPUMECH

8) Total impurities /
Cymma npumecei

1) Not detected / He oOHapyxeHa
2) Not detected / He oOHapyxeHa
3) Below LOQ (LOQ = 0.04 %) /
Hike npenena koJM4ECTBEHHOIO
onpeaenenus ([IKO = 0.04 %)

4) Below LOQ (LOQ = 0.06 %) /
Hioke npeaena KOJIH4ECTBEHHOTO
onpenenenus (IIKO = 0.06 %)

5) Not detected / He obHapy»xeHa
6) Not detected / He oOHapyXxeHa
7) Below BDL / Huxxe nopora
perucTpauiy

8) Below BDL/ Huxe nopora
perucTpauin

1) Not more than 0.2 % / e 6omee 0,2 %

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

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

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

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

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBanusam H/I

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Pravesh Rana

Checked by /
IIposepeno: Pardeep Kumar

oL

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoponurens
Pavan Kumar Sharma "2

/

Reprint Date /
Jlara: 29.08.2024

Reprint Date /
Jarta: 29.08.2024

Reprint Date /
JHara: 29.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2500, Fax: +91 40 4300 2999, Email: maii@direddys.com
CIN: L85195AP1384PLC0OD4507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIUSA
Product: Nise gel 1%, 100 g
Hpogyxr: Haiis®, resns ang HapyxHoro npumenenus 1%, 100 r
Market / PoiHOK : Russia / Poccus
Batch No./ o Batch Quantity / ~ 11881.0 units /
Cepun Ne ¢ V240588 Pasmep cepuu * 11881.0epuHuLy
Analytical Report No. / . 040002633598 Date of Analysis / . 20.08.2024
AHanuTuyeckuii oraer No Jara anaausa tT
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027
JlaTa npoM3BoACTBa ) lostex 1o )
Mifg. License No. /
IIpouszsoacTeeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
auuensns Ne
Analysis performed according ND No / Anaius nposeaen no H/L Ne: JIT-Ne(001 198)-(PI'-RU)-290323

{6 Microbial contamination / MukpoOHoJioruyeckasi YucToTa*
|

Total aerobic microbial !
count / Obuiee KOIHYECTBO |

PKM3HECTIOCOOHBIX Less than 10 CFU/g/ é"Not more than 10> CFU/g /
23pOOHBIX Menee 10 KOE/r He 6onee 10* KOE/r
MHKPOOPraHH3MOB 5

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

O61Lee YHCIIO TPOAOKEBBIX
1 IIJIECHEBBIX TPUOOB

Pseudomonas aeruginosa Absentin 1 g/ OtcytcTByeTrB 1 T Absent in 1 g/ OtcyTcTBrE B 1 T
|
Staphylococcus aureus Absent in 1 g/ OtcyrcTByeT B 1 T iAbsent in 1 g_/ OrcytctBHE B 1 T
7 Assay / KosinyecTBeHHOE 10.36 mg / 10.36mr 9.0 to 11.0 mg of C3H12N20sS (nimesulide)
olnpeaeneHue per 1 g of the product. /

019,0 1o 11,0 Mr C13H12N>OsS (HuMecyia)
B 1 r npenapara

8 Package / YnaxoBka 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 JTaMMHUPOBAHHOTO ATIOMHHUS, CHAOXKEHHYIO MEMOpaHoH st
KOHTpOIIs 1IepBOro BCKpeITHsL. I10 1 TyGe B Nauky KapTOHHYIO C HHCTPYKUKEH 1o
IPUMEHEHHIO (JTHCTKOM-BKIa/IbILLIEM).

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

Ilpumeuanue: IIpoaykT cooTBeTCTBYeT TpeboBanyam HJI 3axmouenune: OJJOBPEHO

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

[Moxarorosineno: Pravesh Rana [TpoBepeno: Pardeep Kumar Onob6peno: MeHemxep / PygoBonutensb
d// E Pavan Kumar Sharma %’_‘

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.08.2024 Hata: 29.08.2024 JHara: 29.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4903 2900, Fax: +91 40 4900 2999, Email: mai!@direddys.com
CIN: L85195AP1984PLCON4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTTU3A

Product: Nise gel 1%, 100 g

Ipoaykr: Haitz®, rens mia HapysxkHoro npuMeHenus 1%, 100 r
poay py

Market / Poidok

¢ Russia / Poccus

Batch No. /- B Batch Quantity / ~ 11881.0 units /

Cepus Ne + V240588 Pasmep cepun © 11881.0enmunn
Analytical Repovrt No./ . 040002633598 Date of Analysis / . 20.08.2024
Anagurudeckuii oTuer No Jara anaausa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JaTa npoM3BoaCTBA Togen a0

Mfg. License No. /

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

Analysis performed according ND No / Anaans nposeaen no H/I Ne: JIII-Ne(001198)-(PI"-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. /
* TIpOBOIKMTCA MPOU3BOAMTENEM NPH BBITYCKE NEPUOAUYECKH (C MHTEPBANIOM B OJIHO MCTIbITaHHE Ha 20 cepuit WK He MeHee 1
pasa B rox). TTokazaTess MOXeT GbITb HE BKJIIOYCH B CepTHRUKAT aHanu3a GUPMBL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynup

API manufacturer batch number /
Howmep cepuu npoussoputess ADC:

NMS-1A-243009

FP Manufacturer API Batch number /
Howmep cepuu cyGcTanuuu npoussoaurens I'JIdD:

FERA00251

API Manufactured by & country /
Ipousogutens ADC, crpana:

Mangalam Drugs and Organics Ltd., India /
Manranam Jlpars sua Opranukce JIta., Maaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHue, agpec ¥ HOMep JIHLEH3HH
IIOINAJKH, OCYIIEeCTBISIOIeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263 /
TTpoussoacTBEHHOE NopasaeneHue-6, Bumnamk Kxorb,
Hanarapx Poyn, Bagan, Conan ducrpukr, X.I1. 173205, Munus

(Juuensust Noe MNB/05/263)

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoayKT coOTBETCTBYET TpeOoBaHusm HJI

Conclusion : APPROVED /
Zaxmwuenue: OJJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked hy /
IIporepeno: Pardeep Kumar

=1

Approved hy: Manager/Executive /
Onobpeno: Menemkep / PykOBoaHTENL

Pavan Kumar Sharma ¢ ’:‘7///

Reprint Date /
Jata: 29.08.2024

Reprint Date /
Jara: 29.08.2024

Reprint Date /
Hata: 29.08.2024

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

Tel: +91 40 490G 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0D4507
wwwr.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAITTU3A
Product: Nise gel 1%, 100 g
Ilpoaykr: Haiiz¥, reap ayis Hapysuoro npumedeHus 1%, 100 r
Market / PriHok : Russia / Poccus
Batch No. / . V240588 Batch Quantity / : 11881.0 units /
Cepusa Ne Pazmep cepuu 11881.0eaunuul
Analytical Report No. / . 040002633598 Date of Analysis / . 29.08.2024
AHaauTndecknii oruer No JlaTa anajausa : o
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027
JlaTa npoM3BOACTBA I'oaen o
Mfg. License No. /
IpousBoacTeeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JuueH3us Ne
Analysis performed according ND No / Anaaus nposeaen no HJI No: JITI-Ne(001198)-(PT-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».

3akiroueHne 0 cooTBeTCTBUHH: «HacTodmuM s NMOATBEpXK/ar0, YTO MPUBEAEHHAs BblE MHPOpMaLUs sABISETCH
JIOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKLMH MpOM3BeAeHa (BKIOYAsA YNAakoBKY (MapKHUpPOBKY) W KOHTpOJIb
KauecTBa) Ha BBHINIEYKa3aHHOW DNPOM3BOACTBEHHOW Iulomagke (MUIOLIafKax) B TIOJIHOM COOTBETCTBUM C
TpeGoBaHuaMHU TIpaBun Haiiexalell Npou3BoACTBeHHON NpakTuku EBpasuiickoro skoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeOOBaHHUAMHU KOHTPOJISI KAYECTBA JICKAPCTBEHHBIX CPEICTB,
a TaKXkKe B COOTBETCTBUH CO crielUUKAUUAMHU, COACPIKALIMMHUCT B PETUCTPALIMOHHOM JOChE CTPaHBI-UMIIOPTEpPA.
3anycH Mo MPOU3BOJCTBY, YIIAKOBKE U aHANIM3Y IPOBEPEHbI, U YCTAHOBJIEHO X COOTBETCTBHE TpeGosanusaM Ilpasu
HaJexaleH Mpou3BOJACTBEHHON NpakTUKU EBpazuiickoro 3SKOHOMHYECKOIO COK03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJ{ 3axsouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh Rana [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / PykgroanTens

’L éL—’ Pavan Kumar Sharma J::;Z,’/
Reprint Date / - Reprint Date / Reprint Date /
Jara: 29.08.2024 Jara: 29.08.2024 Jlarta: 29.08.2024
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CIN: L85195AP1984PLC0O04507
www.drreddys.com




