Dr.Reddy’s Q,’:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykTt: Haits® AxTHBrens (HHMECYH) reib Juis HapysHoro npumenerus, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240123 Batch Quantity / . 57863.00 units /

Cepns Ne ) Pa3mep cepun * 57863.00 enuHnn
Analytical Repovrt No. / . 040002461564 Date of Analysis / . 27.03.2024
AHaJUTHYeCKHIl oTyeT Ne JlaTa ananusa

Date of Manufacture / . 03/2024 Date of Expiry/ . 02/2026

Jata npousBoacTBa Tonen no

Mfg. License No. /

ITpouspoacTBeHHasi : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JinueH3ust Ne

Analysis performed according ND / Ananuz npoeeaen mo HJI: JITI-Ne(001336)-(PI'™-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PI'-RU) or 25.10.2022
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No /

Test / Ilokazareuan
Ne

Result / PesyabTar

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-

yellow gel with characteristic odor

/ OmMHOPOOHBIH MpO3payHblif refb
6J1eIHO-XKENTOTO 1BETA C
XapaKTepHBIM 3aN1axoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpoAHBIH MpO3payHblii  refib  OT
OeclBETHOrO X0 OJIETHO-KEITOro LIBETA
C XapaKTEPHBIM 3aMaxoM

2. Identification / Unentudpuranus

a) HPLC / BDXX

Complies as prescribed
CooTBeTcTBYET TpeOOBaHHSIM

/| 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 yaepikUBaHHs
OCHOBHOTO IMKa Ha XpoMarorpamme

UCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATH BpPEMEHH
YOEPKHBaHHS OCHOBHOIO IHMKa Ha
Xpomarorpamme pactBopa
cTaHzaptHoro ofpasHa HUMecynuaa
(pazmen «KonnyectseHHoe
onpeseNeHUe»)

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayxT coorBercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /

. /
IMoarorosneno: Ankil

|

Checked by /
ITpoBepeno: Santosh Kumar

Maurya @»

S

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyn{; BOJINTEND
Pavan Kumar Sharma A=

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Hara: 27.03.2024

-

Reprint Date /

Jara: 27.03.2024




Dr.Reddy’s Q,“:‘

CERTIFICATE OF ANALYSIS

CEPTUONKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Nponykr: Hajiz® AxkTupresb (HUIMECYNH) refb JUIA HapyxXHOro npuMenenus, 1 %, 20 r

Market / Poruok : Russia / Poccus

Batch No. / . V240123 Batch Quantity / . 57863.00 units /

Cepus Ne ) Pa3mep cepun * 57863.00 enyHun
Analytical Repovrt No. / . 040002461564 Date of Analysis / . 27.03.2024
AHanutH4eckuii oT4eT No Jata ananusa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npou3BoacTBa Topen mo

Mfg. License No. /

HpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
nuueH3us Ne

Analysis performed according ND / Ananus opoeenes no H: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PT-RU) ot 25.10.2022
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b) UV spectrophotometry / Y®-
CTIEKTPODOTO METpHS

Complies as prescribed /
CoOoTBETCTBYET TpeOOBAHUIM

UV absorption spectrum of the test
solution should have absorption
maximum at 397£5nm / Y®-cnextp
MOIJIOMICHHUsT HCIIBITYEMOTO  pacTBopa
JIOJDKEH UMETh MakCHUMYM [OIJIOLIEHHS
nipu 39745 Hm

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cootBeTcTBHH
Macca coaep:kuMOoro ¢ TpeboBanusmu ' PO
YHAKOBKH

4. | pH 3.34 2.5t04.5/012,5104,5

5. | Viscosity / BazkocTb 956 centipoise / 400 to 1,200 centipoise /

956 canTunyas Ot 400 o 1200 canTHnyas
6. | Impurities / Ilpumecn
i. | Impurity C/ Not more than 0.50 % /
[pumecs C Not detected / He 0OHapysKeHa He 6omee 0,50 %

ii. | Impurity D/ Not detected / He o6HapysxeHa Not more than 0.50 % /
ITpumecsy D He 6onee 0,50 %

iii. | Any other impurity / Below LOQ (LOQ = 0.03 %) / Not more than 0.50 % /

Jlro6as apyras npumechb

Hwxe mpenena konu4ecTBEHHOTO
onpeznenenus (IIKO = 0.03%)

He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT coorBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axsaouenne: OJOBPEHO

Prepared by /
IToarorosaeHo: Ankit

'/
g
.

Checked by /
IIposepeno: Santosh Kumar
Maurya (g‘i

"

Pavan Kumar Sharma

Approved by: Manager/Executive /
Onobpeno: Menemxkep / P?}BOJJ.WPGJTB

/

Reprint Date /
Hara: 27.03.2024

Reprint Date /

Reprint Date /
Hara: 27.03.2024

Jara: 27.03.2024
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Dr.Reddy’s Q_’.‘

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IIpoaykr: Haitz® AkTHBrens (HUMeCYJINA) reib AJld HapyXKHOro npuMeHeHus, 1 %, 20 r

Market / Poinok : Russia / Poccus

Batch No. / . V240123 Batch Quantity / . 57863.00 units /

Cepus Ne ) Pasmep cepun " 57863.00 epunmin
Analytical Report No./ . 040002461564 Date of Analysis / . 27.03.2024
AHajuTnyeckuii oryer No Jara ananusza

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

Jata npousBoacTBa Toaen no

Mfg. License No. /

IIpouseoacTeeHHast : MINNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3us Ne

Analysis performed according ND / Ananus npoeeaen no HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JIXI-Ne(001336)-(PI'-RU) ot 25.10.2022

iv. | Total impurities /
Cymma npumeceii

Bcelow LOQ / Huxe nipenena
KONH4ECTBEHHOrO OMNpeeIeH s

Page30of6/Ctp.3u3 6

Not more than 1.50 %/
He 6oinee 1,50 %

7. | Microbial purity* / MuxpoOHnoJiorudeckas Y4HcTOTA*

i. | Total Aerobic Microbial Count /
O61wee uKcno a3po6HBIX MUKPO-
OpraHHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

ii. | Total Combined Yeast and
mould count / Obiee unco
JPOMOKEBBIX U [UIECHEBBIX
rpuboB

iii, | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g /
Menee 10 KOE/r

Absentinl g/
OtcytcTByeTrB 1 1

Absentin 1 g/
OrcyrcTByerB 1 T

Not more  than 10 CFU/g

He 6onee 10 KOE/r

Should absentin 1 g/
OrcyrcTBHEe B 1 T

Should absentin 1 g/
OrcyrcTeue B 1 1

8. | Assay/KonanuecTBeHHOe onpeesieHHe

Nimesulide /
Humecynun

9.98 mg /9.98 mr
(99.8 %)

9.0 mg to 11.0 mg of C13H2N205S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 mr go 11,0 mr C13H12N20s8
(anmecymnun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOT'O co/lep>kaHus) B 1 I rend

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpumeuanne: ITponykr coorBercTBYET TpeboBanuam HJ

3akarouenue: OJJOBPEHO

Prepared by /
IToaroronicio! Anlkit

Checked by /

Maurya £

——

Ipoecpeno: Santosh Kumar

Approved by: Manager/Executive /
OnobpcHo: MeHcaxep / L‘Pﬁommmnb

—

Pavan Kumar Sharma

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Jara: 27.03.2024

-

Reprint Date /

Jara: 27.03.2024




Dr.Reddy’s Q_‘:'.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
INpoaykr: Haiiz® Aktuprens (HUMeCYIHA) Telb AT HApY)KHOTo NpuMeHeHus, 1 %, 20 r

Market / Peinok

: Russia / Poccus

Batch No. / . V240123 Batch Quantity / . 57863.00 units /

Cepusi No ) Pasmep cepnu " 57863.00 equnuiy
Analytical Repourt No./ . 040002461564 Date of Analysis / . 27.03.2024
AHanuTH4YecKHil oTUeT Ne Jara anajinsa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npou3BoacTBa TI'open go

Mfg. License No. /

IIpousBoacTBeHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JMueH3us Ne

Analysis performed according ND / Auanu3 nposeaen no HA: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) o1 25.10.2022
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9. | Dimethyl sulfoxide /
JAumernncyabdoreua

99.8 %

90% to 110% of C;HeOS (dimethyl
sulfoxide) of label claim /

OT1 90 % nmo 110 % C;HsOS
(numeTuncynphokeum) oT
HOMHHAJIBHOTO COZIep KaHMs

10. | Package/ YnakoBka

20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 20 r B TyOy u3
JIAMHHUPOBAHHOrO AJIOMHHUS, CHaO)KeHHYI0 MeMOpaHOH Uil KOHTpOJIs
nepBoro Bekpbitua. Kaxayro TyOy BMecTe ¢ HHCTPYKLHEH 0 MEAULIMHCKOMY
MPUMEHEHHIO TIOMEIIAI0T B NaYKy KAPTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*[TokazaTe/ib MOXKET OTCYTCTBOBATEL B cepTHOUKATE aHATH3A Npou3BoguTe/s. IIpousBoanTe b

rapaHTHpPYeT Ka4eCTBO Mmpenaparta 1o 3THM nmoKasaTejasiM.

API name (INN) / HaumenoBanue APC

Nimesulide / Humecynun

npoussoauTean IJIP:

(MHH):

API manufacturer batch number / NMS/13080776
Homep cepuu npoussoantes ADPC:

FP Manufacturer API Batch number /

Homep cepuu cydcTaHIIAR FERAOQ00080

Remarks : The Product conforms to ND/
IIpumeuanue: I[Ipoaykr coorBercTByeT TpebGoranusam HJT

Conclusion : APPROVED /
3axnrouenue: OJJOBPEHO

Prepared by /
L logrorosneHo: Ankit

j
-

Checked by /
LlpoeepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / ByKOBOOUTENE
Pavan Kumar Sharma /

Reprint Date /
Hata: 27.03.2024

Reprint Date /

Jara: 27.03.2024

Reprint Date /

Hata: 27.03.2024
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Dr.Reddy’s Q,’.’

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykr: Haiis® AkTHBrens (HUMECYHI) Tesb [Uisi HapY)KHOrOo npumenenus, 1 %, 20 T
Market / PoiHox : Russia / Poccust
Batch No. / . V240123 Batch Quantity / . 57863.00 units /
Cepus No ) Pazmep cepun " 57863.00 exuHuL
Analytical Repourt No. / . 040002461564 Date of Analysis/ . 27.03.2024
AHajuTHYecKHiT oTYeT No JlaTa ananamsa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026
JaTa npou3BoacTBa I'onen go
Mfg. License No. /
ITpousBoacTBeHHast : MINNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
nuueHsus Ne
Analysis performed according ND / Ananus nposenen nmo HI: JIIT-Ne(001336)-(PT'-RU) dt. 25.10.2022 /
JITT-Ne(001336)-(PI'-RU) ot 25.10.2022
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API Manufactured by & country / Aarti Drugs Ltd., India /

IIpon3eomurens A®PC, crpana: Aaptu Jparc JIta., Unous

Name, address, authorization No for

FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
HanmeHoBanmue, axpec u HoMep H-p Pennu’c Jlaboparopuc Jita., Uuaus,
JIMIEH3HH IUTOIATKH, IIpousBoacTeeHHoe noapasaeicHue-6, Bunnamk Kxons,
ocyuecTBJsIIo e Hanarapx Poyn, bagnu, Conan ductpukt, X.I1. 173205,
[IPOH3BOICTBO/KOHTPOJIb Wnpus (JInuensus Ne MNB/05/263)
KavyecTBa/Bbimyck I'JI® /

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 establishedy.

3aKIi09eHHe 0 COOTBETCTBHM: «HacTosIiM s MOATBEPKIAI0, YTO NPUBEIECHHAS BEINIE HHYOPMAIHS SBIAETCS
JIOCTOBEPHOW M TOYHOM. DTa cepusl NPOAYKIIMH IIpOM3BeAeHa (BKIOYAs YMAKOBKY (MapKHPOBKY) H KOHTPOIIb
Ka4yecTBa) Ha BBIIIEYKa3aHHOH IIPOM3BOACTBEHHOW IUIOMAAKe (IUIOM[aAKax) B IIONHOM COOTBETCTBHH C
TpeboBarusamu lpaBun majiexarneil Npou3BOACTBEHHOM MpakTHKU EBpasuiickoro skoHOoMHYeckoro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutrsibps 2022) u TpeGOBaHHSIMM KOHTPOJIA KAa4ecTBa JEKAPCTBEHHBIX
CPEICTB, a TAKXKE B COOTBETCTBUM CO CIENUMHKAMUAMYU, CONCPIKAITUMHUCS B PETHCTPAIIMOHHOM JIOCHE CTPaAHEI-

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeyanne: IlponykT cooTBeTcTBYET TpeboBanrsam HJI 3akmouenne: OJJOBPEHO
Prepared by / p Checked by / Approved by: Manager/Executive /

Iowrorosieno: Ankit //] ITposepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBoauTtens
] r

Maurya @; Pavan Kumar Sharma V

Reprint Date / Reprint Date / Reprint Date /
Hara: 27.03.2024 Hara: 27.03.2024 Jara: 27.03.2024
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr: Haiiz® AxTusrens (HUMeCyIH) renb AJIs HApy)XHoro npuMeHenns, 1 %, 20 r

Market / PoiHoK

: Russia / Poccus

Batch No. / . V240123 Batch Quantity / . 57863.00 units /

Cepus No ) Pasmep cepun " 57863.00 enunuy
Analytical Repoz‘t No./ . 040002461564 Date of Analysis / . 27.03.2024
AHaJiTHyeckHi oTyeT Ne JlaTa ananusa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npousBoacTBa I'ogen a0

Mfg. License No. /

IIpousBoacTBeHHAas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auueH3ns Ne

JITI-Ne(001336)-(PI"-RU) or 25.10.2022

Analysis performed according ND / Ananns nposeaer mo HJ: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
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UMIIOpTCpa. 3alKCcH 10 MPOU3BOJCTBY, YMAaKOBKC W aHAIM3y IIPOBCPCHEI, M YCTAHOBICHO HX COOTBCTCTBHC
TpeboBauusm [IpaBun Hajuexalel TPoON3BOACTBEHHON IPAKTHKY EBpa3sniicKOro 3KOHOMHYECKOIO COFO3a».

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

Mogrorornenn: Ankit /\ | IIporepeno: Santosh Kumar QOnobpenn: MeHepxep /ﬁyxnmﬂuwm‘
o Maurya Pavan Kumar Sharma (:[/‘n.ﬂ?"/

Reprint Date / Reprint Date / Reprint Date / =

Hara: 27.03.2024 Mara: 27.03.2024 Hara: 27.03.2024




