Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAIHUIA

[Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykr: Haiizs® AxTHereb (HHMECYIHI) Tt [T HAPYIKHOTO npumerenus, 1 %, 20 r

Market / PriHok

: Russia / Poccns

nuiensna No

(Batch No./ . V240393 Batch Quantity / . 57678.000units / S
Cepus No i Pa3mep cepun © 57678.000 egnHun

Analytical Repoz‘t No./ . 040002574734 Date of Analysis / . 20.06.2024

AHanuTuyeckuii otyet Ne Jlara aHanusza

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npeussoncraa Topen po

Mfg. License No. /

IlpouzBopcTBeHias : MINB/05/263 MA number: / Homep PY : JII-Ne(001336)-(PI'-RU)

Analvsis performed according ND / Aganns nposenen mo HJL: JITI-Ne(001336)-(PI'-R1/)-251022

Pagel of 6/Ctp. 1n3 6

;’: 1 Test / IlokasaTens Result / PeayabTat Specification / Hopma
1. | Description / Ouncanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

yellow gel with characteristic odor
/ OmHOpOAHBIH ITPO3payHLIi rets
6J1eIHO-XKENTOro 1i8eTa ¢
XapaKTepHBIM 3aNaxXoM

pale-yellow gel with characteristic odor /
OpHopoxmHblif nHpo3padHblA  regnL  oT
GecugerHoro A0 GIeHO-KENTOro LiBeTa
¢ XapaKTepHbIM 3aMaxoM

23 Identification / UaenTudpnkannsa

a) HPLC / BOXX

Complies as prescribed /
CootBeTcTBYET TpeGOBaHUAM

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 ynepxuBanus
OCHOBHOIO IIMKA Ha XpOMAaTorpamme

HCMBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATH BpPEMEHH
YIEpXKHBAHHS OCHOBHOIO IMHKA Ha
XpOMaTorpaMme pacTBOpa
cTaHAapTHoro ofpa3ua HHMecyIuaa
(paznmen «KonuuecrseHHoE
onpeaeneHue)

Remarks ; The Product conforms to NTY/
IMpumeuanne: [IpogykT cOOTBETCTBYET TpeboBanuam HJI

Conclnsinn - APPROQVED /
3axarvenne: OJJOBPEHO

Prepared by /
[ToxarorosneHo: Pardeep Kumar

=l

Checked by /
ITposepeno: Pawan Kumar

.

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBonuresns
Kusum Lata

- —
—

Reprint Date /
Hara: 30.06.2024

Reprint Date /'’
Hara: 30.06.2024

Reprint Date /
Jara: 30.06.2024




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIMA3A

Product : Nise Activgel (nimesulide) gel for external usc, 1 %, 20 g i
fponysr; Haiis® AxTusresns (HHMECYANI) reNs Ans HAPYRHOTO NPHMCHEHIA, 1%,20r

Market / Prrtox

: Russia / Poccus

Batch No. / . V240393 Batch Quantity / . 57678.000units /

Cepus Ne ) : Pazmep cepun " 57678.000 equHUL
Analytical RCpOft No./ . 040002574734 Date of Analysis / . 29.06.2024
AHanuTuyeckuii oTyeT Ne JarTa ananusa

Date of Man ufacture / . 06/2024 Date of Expiry / . 052026

JlaTa npousBoAcTBa T'ogen no

Mfg. License No. /

Ilpon3goacTBeHHAR : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)~(PI'-RU)
JUUEH3HA Ne

Analysis performed according ND / Ananus nposenen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 6/CTp. 2 u3 6

CNEKTPOHOTO METPUS

b) UV spectrophotometry / Y-

Complies as prescribed /
Co0TBETCTBYET TPEGOBAHHAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnexrp
TIOTJIOUIEHNS HCTILITYEMOTO  pacTBopa
JOJDKEH MMETh MaKCHMYM NOIIIOLIEHHUS
npy 397+5 M

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBercTBuH
Macca cogep:KHMOIo ¢ Tpe6oBanuamu ['G PO
yNaKoBKH

4. | pH 3.23 2.5t04.5/0712,5 04,5

5. | Viscosity / BaskocTs

959.1 centipoise /
959.1 cantunyas

400 to 1,200 centipoise /
Ot 400 mo 1200 canTnmyas

6. | Impurities / llpamecu

Npumeuanue: ITpoayxT cooTBeTcTBYeT TpeboBanusiM HJJ

i. | Impurity C/ Not detected / He 06Hapy»eHa Not more than 0.50 % /
[Tpumece C He 6onee 0,50 %
g || e Below LOD (LOD =002 %)/ | Notmorethan 0.50%/
p Huxe npenena obrapyxenus (110 e . &
=0.02 %)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akarwuenne: OJJOBEPEHO

Prepared by /
[Moaroroeneno; Pardeep Kumar

=f

Checked by /
Ilposepeno: Pawan Kumar

£

Approved by: Manager/Executive /
Onobpero: Menemxkep / Pykopoaurenb
Kusum Lata s

Reprint Date /
Mara: 30.06.2024

Reprint Date /’
Harta: 30.06.2024

Reprint Date /
JlaTta: 30.06.2024




Dr.Reddy’s ‘;“ o

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Market / Pp1 Hok

Product : Nise Activgel (nimesulide) gel for external usc, 1 %, 20 g
Nponyky: Haiz® AKrusrens (HEMECYIHA) relib UL HAPYKHOTO Npumesenus, 1 %, 20 ©

: Russia / Poccus

Batch No. / . V240393 Batch Quantity / _ 57678.000units /

| Cepiis No i ' Passep cepit * 57678.000 eanuuL,
Analytical Repo:‘t No. / ) . 040002574734 Date of Analysis / . 29.06.2024

Ananuriueckuit oraer Ne Jara ananusa

Date of Manufacture/ . 06/2024 Date of Expiry / . 05/2026

Jara npoussiacrea Tonen oo o
Mfg. License No. /

IMpouseoacTBEHHAR : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
nuuensus Ne

Analysis performed according ND / Ananu3s nposeaen no H/I: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 6/Ctp.3 13 6

iii. | Any other impurity / Below BDL / Huxe nopora Not more than 0.50 % /
Jlio6as npyras npUMech perucTpalmH He 6Gonee 0,50 %

iv. | Total impurities / 0.029 % Not more than 1.50 % /
CymMMa TipgMeceit He 6osnee 1,50 %

7. | Micrebial purity* / MukpoGHoJIoritdcckas YHcToTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Obwee ynucno a3pobHBIX MUKPO- He 6onee 100 KOE/r
OpraHM3MOB

ii. | Total Combined Yeast and NA Not more than 10 CFU/g
mould count / Obuiee 1ucno He 6onee 10 KOE/r
JPOAOKEBBIX W [UTECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
Orcyrcteue B 1 T
iv. | Staphylococcus aureus NA Should absentin1 g/

OtcytctBue B 1 r

8. | Assay/KoanudecTBeHHOE onmpee/ieHHC

Conclusion : APPROVED /
3axirouenune: OJJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykt cootBeTcTryeT Tpebosaunam HII

Prepared by / Checked by /
[Moarororneno: Pardeep Kumar Ilpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykoBogutenb
Kusum Lata .

Reprint Date /

Hara: 30.06.2024

Reprint Date /
JHarta: 30.06.2024

Reprint Date /
ara: 30.06.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJII3A

[Product < Ni ;?Activgcl (nimesulide) gel for external use, 1 %, 20 g
TNponysr: Haiis® Axrisrens (HUMecyIn) rens IS HapyAHOro npimenenis, 1 %. 20r

Market / Pornax : Russia / Poccus

Batch No. / . V240303 Batch Quantity / ~ 57678.000units /

Cepua Ne i Pa3nep cepun * 57678.000 eaunAl
Analytical Repo:rt No./ . 040002574734 Date of Analysis / . 29.06.2024
Ananuruueckuii oTyer Ne Jara anannza

Date of Manufacture/ . 06/2024 Date of Expiry / . 05/2026

JdaTa npoussoicTea Togen a0

Mifg. License No. /

IpounssoacrBenHas : MNB/05/263 MA number: / Homep PY : JITI-No(001336)~(PI'-RU)
Juuenzua Ne

Analysis performed according ND / Ananni nposeien no HIL: JIT-Ne(001336)-(PT-RU)-251022

Page 4 of 6/ Ctp. 4 M3 6

Nimesulide / 10.10 mg / 10.10 mr 9.0 mg to 11.0 mg of C13H12N2OsS
Humecynna (101.0 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 gof gel /
Ot 9,0 mr go 11,0 mr Ci3H;pN2OsS
(ummecynua) (ot 90,0 % no 110,0 % or
HOMHHANBLHOrO coiepxkaHud) B 1 r rems
9. |Dimethyl sulfoxide / 98.8 % 90% to 110% of C2HsOS (dimethyl
JumeTnicyrbPporcHR sulfoxide) of label claim /
Ot 90 % mo 110 % C2HsOS
(muMernncynedokcHa) ot
HOMHMHAILHOTO COZEPHAHMS
10. |Package / YoakoBka 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
NaMHHHPOBAHHOIO ANIOMHHWA, CHabXeHHYI0 MeMOpaHOH [Ji1 KOHTpONs
nepeoro BekpeiTHA. Kaxayro Tyby BMecTe ¢ MHCTPYKLIMEH MO MEeIULUHCKOMY
IIpUMENEHHIO TIOMELLAIOT B MTAYKy 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.
*JlokazaTelb MOXKET OTCYTCTBOBATL B cepTHdHKAaTe aHANN3a npou3BoAnTed. IIponssoaurens

rapaHTHpyeT Ka4eCTBO npenapara nmo 3THM InoKasaTe M.

Remarks : The Product conforms to ND/

ITpumeuasnne: [Ipoaykt cooTBeTcTBYET TpedoBaHusm HII

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
Tloarorosneno: Pardeep Kumar

v

Checked by /
IIposepeno: Pawan Kumar

=

Approved by: Manager/Executive /
Onotpeno: Menemxkep / Pyxosonutess

Kusum Lata w o

Reprint Date /
Jara: 30.06.2024

Reprint Date /
Jata: 30.06.2024

Reprint Date /
Jlara: 30.06.2024




Dr.Reddy’s €6

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAM3A

[Product ; Nise Activgel (nimesulide) gel for cxternal use, 1 %, 20 g
[XIponykr: Haiia® Akrusress (HIMecyain) rens s uapyxHoro npiMenerys, 1%, 20 © L g

Market / PeiHok : Russia / Poccus

Batch No. / . V240393 Batch Quantity / ; 57678.000units /

Cepusi Ne : Pasmep cepuu " 57678.000 enuuun
Analytical Report No./ . 040002574734 Date of Analysis / . 20.06.2024
AHaNHTHYECKHIT oTyeT No JlaTa ananu3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa mpou3IBOACTBA lopen ao

Mfg. License No. /

IIpouszeoacTBeHHas : MNB/05/263 MA number: / Homep PY : JHI-Ne(001336)-(PT-RU)
JHUCH3Hs Ne

Amalysis performed according ND / Ananus nposeges mo HJl: JIN-Ne(001336)-(PT-RU)-251022

PageSof 6/ CTp. 51z 6

API name (INN) / HaumenoBanie ADC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepru nponspogurena ADPC:

NMS/13121240

FP Manufacturer API Batch number /
Homep cepuH cyGCTAHUHH NMPOH3BOAHTES
TJI®:

FERA00268

API Manufactured by & country /
IIponzsoaurens A®C, ctpana:

Aarti Drugs Ltd., India /
Aapru pare JItn., Meaua

Name, address, authorization No for  FP
manufacturing site / Control site / Release site
/

HauMceHOBAHNE, apec I HOMeD IHIEH3HH
TLIOMAAKH, OCYLIeCTBIALIE
IIPOH3BOJCTEO/KOUTPONL KA4eCTBA/BLINYCK
TJ®e/

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
JI-p Peanw’c Jlaboparopuc JIta., Manus, IlpousBoacTBEHHOE
noapaszenenue-6, Bannamk Kxone, Hanarapx Poya, bajuu,
Conau Incrpukr, X.J1. 173205, Unaus (Jluuensus Ne

; MNB/05/263)

Remarks : The Product conforims to ND/

I pumeuwanue: [Ipoaykr cooTBercTBYyeT Tpebopanuam HI{ 3auniouenne: OJJOBPEHO

Conclusion : APPROVED /

3

Prepared by / Checked by /
TIoarotoenero: Pardeep Kumar TIposepeno: Pawan Kumar Onobpeno: Menemxkep / Pykosoguresb

g ; Kusum Lata &e/

Approved by: Manager/Executive /

Reprint Date / Reprint Date /
Jara: 30.06.2024 Hara: 30.06.2024 Jara: 30.06.2024

Reprint Date /




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
\Mpoaysr: Haits® AKTHBrens (HUMECYIiL) eIk JUTS HAPYKHOTO RpiMeHchns, 1%, 20 r

Market / Poinox : Russia / Poccus

Batch No. / N Batch Quantity / ~57678.000units /

Cepua Ne i Pa3mep cepu * 57678.000 envnul
Analytical Repo:t No./ . 040002574734 Date of Analysis / . 20.06.2024
ABHanuTHyecKHii oTder Ne HaTa ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npon3BoacTBa Tosen oo

Mfg. License No. /

[IponzeoacreeHHan : MNB/05/263 MA number: / Homep PY : JIT-Ne(001336)-(PI'-RU)
Juuensis Ne

Analysis performed according ND / Anaans nposeden mo H: JTI-Ne(001336)-(PT-RU)-251022

Page 6 of 6/ C1p. 6 n3 6

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 Autherization dossier of the importing country. Production, packaging and
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Econormnic

Union is established».

3ak/a04eHHe 0 COOTBeTCTBHH: «HacToSIMM S NOATBEPXNAIO, YTO NPMBENEHHAA BHINE MHGOpMALUA
ABJIETCS TOCTOBEPHOM M TOUYHOI, DTa cepHs IPOLYKIHMH IIPOKM3BeIeHa (BKIIFOUas YTAKOBKY (MADKUPOBKY) U
KOHTpOJs KauecTBa) HA BEIIEYKa3aHHOH INPOMSBOACTBEHHOH IUNOmanke (WIOMEAKaX) B IOTHOM
COOTBEICTBHM ¢ TpeGoBaHUAME IlpaBun Haanexamedl IPOM3BOACTBEHHOH npaxtukd EBpasuiickoro
sxoHOMHYecKoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 centsibpst 2022) H TpeOOBaHUAMH KOHTPONSA
KauecTBa JEKAPCTBEHHLIX CPENCTB, a TAlOke B COOTBETCTBHH CO CHENHPHKANUIMY, CONECPKAIMMHMCH B
PErHCTPALMOHHOM IOCEE CTPaHBI-UMIIOPTEPA. 3aHCH 110 TIPOH3BOJCTBY, YIAKOBKE H aHANIM3y IIPOBEPEHEI, 1
JCTAHOBIEHO HMX COOTBETCTBHe TpeboBaHmsM [IpaBunm Hamlexamed NPOU3BOACTBCHHOH IPaKTHKHU
EBpa3uiickoro 3KOHOMHYECKOI'O COK03a.

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

Ipumeuanne: [Tpoaykt cooTeeTcTBYeT TpeboBanuam HJI Sakaoyenne: OJOBPEHO

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

IoarotoeneHo: Pardeep Kumar Ilporepeno: Pawan Kumar Onotpeno: Menemxep / Pykosoauresib
2 Kusum Lata =

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.06.2024 Hara: 30.06.2024 Jara: 30.06.2024




