Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g 5
Mpoayrr: Haiis® AKTHBIENb (HHMECYNIL) TeOb A HapyaHoro npimenenns, 1 %, 20 r — _ ]
Market / Puinok : Russia / Poccus
Bateh No. / . V250068 Batch Quantity / . 57492.000units /
Cepun No i Pa3mep cepun * 57492.000 epnyun
Analytical Repo:'t Neo./ . 040002805267 Date of Analysis / . 07.02.2025
Ananntudeckuii oTyer Ne JlaTa aHanu3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JlaTa npou3soacTBa T'onen po —
Mfg. License No. /
ITpoussogcTBeHHAR : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)
NHneH3ns Ne =

Analysis performed according ND / Anaan3 nposeger no H: JIIT-Ne(001336)-(PI: -RU]-251022

Page1of6/Crp.1u3 6

No /

Ne Test / IloxazaTenn

Result / PesyasTaT

Specification / Hopma

1. | Description / Onncanne

2. Identitication / Unentnduxans

Homogeneous, transparent, pale-

yellow gel with characteristic odor

/ OgHoponHbIii Tpo3payHbIH refb
6J1e0HO-XKENTOrO LIBETa €
XapaKTepHBIM 3aTaXxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpuopoaHeli  Npo3pauHelifi  renes  or
fecuBeTHOro 10 OJIeIHO-KENTOTO LiBETa
C XapaKTepPHBIM 3aaxoM

a) HPLC / BOXX

Complies as prescribed /
CootBeTcTByeT TpeOOBaHHAM

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 ynepxuBaHus

Ipuveuanne: [lpoaykT coorpererayer Tpedopannam HJL

OCHOBHOIO NMKA Ha XpOMarorpamMme
WCOBITYEMOTO  pacTsopa  JOJDKHO
COOTBETCTBOBATH BpPEMEHU
yIOep>XUBAaHMS OCHOBHOrO TNHKa Ha
XpoMaTorpaMMe pacTBOpa
craHfapTHoro ofpasia HHMeCYJIHaa
(pazzen «KonuyecTBeHHOE
OMnpelccHHue»)
Remarks : The Product conforms to ND/ Conclusion: APPROVED /

3akaouenue: OJJOBPEHO

Prepared by /

IToarorosseHo: Ramw

Checked by /
Ilpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menejpkep / PykoBontens
Pavan Kumar Sharma .{ —

Reprint Date / \

Jara: 07.02.2025

Reprint Date /

Hara: 07.02.2025

Reprint Date /
Jara: 07.02.2025

oL it




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product ; Nise Activeel (nimesulidc) gel for external use, 1 %, 20 g
[Mpoaykr: Haiiz® AKTusrens (HUMECYINA) Tenb A HAPYKHOIO npHMenenns, 1 %, 20 ¢

Market / Poinox : Russia / Poccust

Batch No. / . V250068 Batch Quantity / . 57492.000units /

Cepna Ne ) Paamep cepu * 57492.000 eqnuni
Analytical RepOft No./ . 040002805267 Date of Analysis / . 07.02.2025
AHANNTHYCCKHHA OTHeT N2 Jlara anannia

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Harta npoussoactsa Toxcu no

Mifg. License No. /

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

Analysis performed according ND / Ananu3s npoeegen no HI: JITI-Ne(001336)-(PI'-RU)-251022

Page2of 6/ Ctp. 2 H3 6

| [b)UV spectrophotometry / YO- Compliesgﬁrcscdbed/ UV absorption ?pec_trum of the test
CTIEKTPO(OTO METPHS CooTBeTCcTBYCT TPeOOBAHUAM solution should have absorption
maximum at 39745 nm / Y®-cnexrp
TMOTTIOEHUA HCMBITYEMOTO PpacTBOpa
JOJKEeH MMeTh MaKCHMYM NMOTTOMIEHHS
npy 39745 uMm
3. | Weight of package contents /. 20g/20r According to Rus. Ph. / B cooTBeTcTBHM
Macca cogepxHMOro ¢ Tpe6osanuamu ['® PO
Yuueoue
4. | pH 3.21 2.5t04.5/0125n04,5
Viscosity / Baskocrs 935.7 centipoise / 400 to 1,200 centipoise /
935.7 canTumyas Ot 400 mo 1200 canTnnyas
6. | Impurities / [IpamecH
i. | Impurity C/ Not detected / 1e o6Hapykena Not more than 0.50 % /
[pumecs C He 6onee 0,50 %
.. | Impurity D/ ‘ Not more than 0.50 % /
1. Tprnecs D Not detected / I{.e obHapyxeHa He Gonee 0,50 %

Remarks : The Product conforms to ND/

Ipumeuanne: [Tpoaykr coorsercTByeT TpebosanuaM HJI

Conclusion: APPROVED /
Zakmouenne: OJJIOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /

[Toxrorosneno: Ramakant J ITpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PyroBojmTens
Pavan Kumar Sharma

Reprint Date / 1 Reprint Date / Reprint Date /

Jata: 07.02.2025 Jata: 07.02.2025 JlaTa: 07.02.2025




Dr.Reddy’s "!".

CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIU3A

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpouyxr: Haiis® AxThsress (HuMecysuil) refb UI8 HapyxHoro npumexedns, 1 %, 20 r

Market / Poinok ¢ Russia / Poccus

Batch No. / < V250068 Batch Quantity / . 57492.000units /

Cepusn Ne i Pasyep cepun  57492.000 enunnn
Analytical Rep({rt No./ . 040002805267 Date of Analysis / . 07.02.2025
AHannTHuecknii oTyeT Ne Jara anannsa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jara npoussoacrsa T'onen no

Mfg. License No. / : [
[IponssoacTBeHnas : MNB/05/263 MA number: / Homep PY : JIT1-Ne(001336)-(PI'-RU)
AnueHzus Ne

Almlyﬁcrfcrmed according ND / Anaaus nposeaen mo HJL: JITI-Ne(001336)-(PI'-RU)-251022

ill. | Any other impurity /
JTwb6as apyras ripumech

iv, | Total impurities /
Cymma npumecei

0.04% Not more than 0.50 % /
He 6onee 0,50 %
0.1 % Not more than 1.50 % /

He 6onee 1,50 %

Page3 of 6/ Ctp. 313 6

7. | Microbial purity* / MukpoGuonornueckan 4ycrora*

i. |Total Aerobic Microbial Count /
O6wee uncno aspobHBIX MHKPO-
OpraHH3MOB

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

i, | Total Combined Yeast and
mould count / O6uiee unucno
OPONOKEBEIX M TUICCHEBBIX
rpudoB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

NA Not more than
He 6onee 10 KOE/r

NA Should absentin 1 g/
OrcyrctBue B 1 1

NA Should absent in 1 g/
OtcyrctBue B 1 1

10 CFUlg  /

8. | Assay/KoanyecTBEeHHoe onpeae/leHHe

Remarks : The Product conforms to ND/

Ipumeuanue: [Ipoayxr coorsercTayeT Tpeboannam H]I-

Conclusion: APPROVE_]_)—/-
3axmouenne: OJJOGPEHO

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

IMoprotorneno: Ramakant Ilporepeno: Pardeep Kumar Ono6peno: Menenxep / PygoBoauTeilh
Q\&u& ! Pavan Kumar Sharma N

Reprint Date / \ Reprint Date / Reprint Date /

Jata: 07.02.2025 JlaTa: 07.02.2025 Jara: 07.02.2025




Dr.Reddy’s “:’

U Reddy's Laboratories i.td

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

HMponyxr: Haiis® AKTHBreNs (HuMecynu) refib Ui HapyRHOTO npuMenenud, 1 %, 20 r

Market / Poinok

: Russia / Poccna

Batch No. / < V150068 Batch Quantity / . 57492.000units /

Cepua Ne ' Pazvep cepun " 57492.000 envuuL
Analytical Repoft Ni o.'/ . 040002805267 Date of Analysis / . 07.02.2025
AHANHTHYecKH oTyer Ne JlaTa aHasn3a

Date of Manufacture / . 01/2025 Date of Expiry / . 122026

JaTta npouzsoacTBa Iogex go

Mfg. License No. /

IlpounsBogcTBeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JAROEH3HuA No

Analysis performed according ND / Ananus nposegeu mo HJL: JIT-Ne(001336)-(PI™-RU)-251022

Page4 of 6/ Ctp. 4 u3 6

Nimecsulide /
Humecynup

10.01 mg/10.01 mr 9.0 mg to 11.0 mg of C13H12N205S
(100.1 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 g of gel /

Ot 9,0 mr g0 11,0 mr Ci3H2N2OsS

(unmecynun) (ot 90,0 % 10 110,0 % ot

HOMHHANBHOTO coaepxanus) B 1 T rens

9. | Dimethyl sulfoxide /
Jumernicynbpokeny

100.3 % 90% to 110% of C2HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % 1o 110 % C:HsOS
(mumeruncynbpokcun) ot
HOMMHANTBHOIO CONCPKaHMA

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. / [lo 20 r B8 Ty6y M3
JAaMHHUPOBAHHOTO ANMIOMHHMS, CHabkeHHyI0 MeMOpaHoW JUid KOHTPOns
nepBoro BCKpbiTUs. Kasiayto Tyby BMecTe ¢ HHCTPYKUHEH 10 MEOULIHHCKOMY
TIPMMEHEHHIO OMEIIAOT B [IAYKY 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.

*[loxa3aTens MOKET OTCYTCTBOBATH B cepTHHMKATE 2HA/MN32 npoHzBoanTens. IIponspoaurenns
rapasHTHPYeT KA4YeCTBO NPENapaTa o 3THM HOKa3aTesIM.

IogrorosneHo; Ramakant .\_ [Ipoeepeno: Pardeep Kumar Onobpeno: Menemxep / Py1g;om-rrenu
ul ci/’ Pavan Kumar Sharma £ —

Remarks : The Product conforms to ND/ Conclusion: APPROVED /
IIpameuanne: [Ipoaykr cooreercTryeT TpeboBanuam HII 3akmovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

7 o~
>

Reprint Date /
JHata: 07.02.2025

%

Reprint Date / Reprint Date /
Jlata: 07.02.2025 Hara: 07.02.2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

'Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykr: Haiis® AKTHBreb (HHMECYAH) renb UIA HAPYAHOrO MPHMEHEHHA, 1%,20r —

Market / Prisok : Russia / Poccus

Batch No. / . V250068 Batch Quantity / . 57492.000units /

Cepus Ne : | Pasmep cepuu ' 57492.000 cauHuL

Analytical Report No. / . 040002805267 Date of Analysis / . 07.02.2025

AHaJanTHueckHii oTYeT Ne JlaTa aHanH3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTa npon3soncTBa _ I'ogen a0

Mfg. License No. /

Ilpou3BoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT -RU)

JiuueH3ns Ne )

Analysis pcrformed_ according ND / Anaans npoeaen no HJI: JITI-Ne(001336)-(PI-RU)-251022

Page50f6/Ctp.513 6

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

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun nponssoaureas APC:

NMS/14100709

FP Manufacturer API Batch number /
Homep cepun cyGeTAHIHR TPOH3BOAHTEIS
TJI®D: J

FERA00670

API Manufactured by & country /
Iposspoaurens APC, crpamna:

Aarti Drugs Ltd., India/
Aapri Jparo Jira, Mumin

Name, address; authorization No for  FP

/

HaumenoBaHue, apec H HOMEp JHUCH3IHH
II0UIATKH, OCYLeCTB/ISon el
NPOH3BOACTBO/KOHTPOIb KauecTBA/BhINYCK
g/

manufacturing site / Control site / Release site

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (Licensc No MNB/05/263) /
J-p Pennu’c JlaGoparopuc JIta., Huaus, TlpoussoacTeenHoe
noapaszzenenne-6, Bunnamk Kxons, Hanarapx Poyg, Banom,
Conan uctpukrt, X.I1. 173205, Unaua (Jluuensus Ne
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 Umion (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».

Remarks : The Product conforms to ND/

Ilpumeyanwe: [Ipoayxt cooTeeTcrByeT TpedoBankam HII

Conclusion: APPROVED /
Sakaodenne: OMOBPEHO

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

Ilonrotosnexo: Ramakant Mposepeno: Pardeep Kumar Ono6peno: Menemxep / Pykosoantes
W |, Pavan Kumar Sharma ,J’ ey o

Reprint Date / 2 Reprint Date / Reprint Date /

Hara: 07.02.2025 Hara: 07.02.2025 IHata: 07.02.2025
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAM3A

Produet : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
MpoayiT: Haitz® AKTuBrens (HUMecy/IHA) res WA Hapysknoro npumerenus, 1 %, 20 r |

Market / Peinok : Russia / Poccust

Batch No. / . V250068 Batch Quantity / . 57492.000units /

Cepus Ne i Pazmep cepun " 57492.000 eanHKL
Iy 3 - :

Analytical Report No. / . 040002805267 Date of Analysis / . 07.02.2025

Anannruyeciciii oTyeT No JlaTa ananusa

Date of Manufacture / . 01/2025 Qate of Expiry / . 12/2026
JlaTa npoH3IRoACTRA I'open oo

Mifg. License No./
IMpoussoacTeeHnan

Juuensua Ne gut B —
Analysis performed according ND / Ananns nposesnen no HJi: JIT-Na(001336)-(PI'-RU)-251022

: MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(P[™-RU)

Page 6 of 6/ Ctp. 6 13 6

3akiodenHe 0 cOOTBeTcTBMH: «HaCTOSNIMM 5 TOATBEP)KAAlO, YTO NPHBENEHHAS BEILUE HHPOPMALKS
ABJIETCS JOCTOBEPHOM H TOYHOM. JTa cepus MPoAyKLMH [POK3BeSeHa (BKIOYAA YIAKOBKY (MAapKHPOBKY) M
KOHTPOJIb KAUecTBa) Ha BEIIIEYKa3aHHOM IPOM3BOACTBEHHOH IUIONIaKe (I10a/1KaX) B II0JTHOM COOTBETCTBHH
¢ TpeGoBarmamu [IpaBuT Hajlexaell IPOU3BOACTRERHON IpaKTHKH EBpasuiickoro SKOHOMHYECKOro Cor03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) 1 TpebOBaHMAMH KOHTPOIS KaueCTBA JICKAPCTBEHHLIX
CpPelICTB, & TAKXXE B COOTBCTCTBHH €O CIelMPUKALMAMHE, COIEPKAIHMHCA B PETHCTPAHOHHOM 10ChE CTpaHBI-
AMIIOpTEpa. 3aUKCH 110 MPOM3BOACTRY, YIIAKOBKE H AHANNM3Y NMPOBEPEHBI, H YCTAHOBICHO MX COOTBETCTBUE
TpebopanusaM [IpaBit aanexameii TpOM3BOACTBEHHOR MPAKTHKK EBPasHACKOro SKOHOMUHYECKOTO COFO3aN.

Conclusion: APPROVED /

Remarks : The Product conforms to ND/
Zaxmouenne: OJJOBPEHO

Hpnmeuanne: IIpogykT coorsetcTByeT TpeboBanuam HJ

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

ToarorosmeHo: Ra t Iporepeno: Pardeep Kumar OnobpeHo: MeHemxep / Pykopoautess
: ‘ Pavan Kumar Sharma .{:';;__,_,—1
Reprint Date / = Reprint Date / Reprint Date /

Hara: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025




