Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

IpoaykT: Haifs® Akrusrens (HUMeCYInA) reftb As HApYKHOrO npumenenus, 1%, 100 r

Market / PhiHok : Russia / Poccus

Batch No. / Batch Quantity / 11812.00 units /
1 V240730 . :

Cepusi Ne Paimep cepun 11812.00enuBuL

Analytical Repourt No./ . 040002713801 Date of Analysis / 112004

AHanuTHYECKHUIH oTUeT No Jarta ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTta npoH3BoAcTBa I'open o

Mfg. License No. /

IIpoin3BoaCTBEHHAS : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)

JrueH3ust Ne

Analysis performed according ND / Ananns nposenen o HJL: JI-Ne(001336)-(PI'-RU)-251022

Page 1 of 5/Crp. 1 m35

No/

Test / Iloka3aTeanb
Ne

Result / PesyabTar

Specification / Hopma

1. Description / Onncanune

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpHOpOHBI  MpO3payHbil  relb
Gn1eTHO-XKeNToro uBeTa e
XapaKTepHBIM 3aI1axoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpoAHBIH  TMPO3payHBId  reib  OT
GecUBETHOrO 10 GJIEIHO-KENTOrO LBETA
C XapaKTePHBIM 3araxoM

2 Identification / MnenTudukanus

a) HPLC / BOXX

Complies as prescribed /
CooTBETCTBYET TPeOOBAHMSIM

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 ynepxxupaHus
OCHOBHOIO [MHKa Ha XpoMaTOrpamme
UCIBITYEMOIO  PacTBOpa JIOTDKHO
COOTBETCTBOBATE BpPEMEHH
yAEP)KUBaHWA OCHOBHOIO IIMKa Ha
XpoMaTorpaMmme pacTBopa
CTaHgapTHOro ofpasua HUMeECYIHIa
(pasnmen «KonnuecTBeHHOE
ornpeeneHHe»)

Remarks : The Product conforms to ND/

Ilpnmeuanue: [IpoayKT cOOTBETCEBYET Tpeboranuam HJJ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / /
ITonrotosneno: Pravesh Rana
—

Checked by /

IIpoeepeno: Rarhrnaji _‘_

Approved by: Manager/Executive /
Onobpeno: Menemxep {/P}’KOBO)II/ITCJIB
Amit Kumar N~ _

Reprint Date /
Jara: 07.11.2024

Reprint Date /
Hara: 07.11.2024

—

Reprint Date/ ¥~

Hara: 07.11.2024




- Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Beddy's Laboratories (td,

on Unit-6

Vill Kho!, Nalagarn Road, Baddi

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Halis® AxTuBrens (HUMecyIH/) refb A0 HAPYKHOTO npHMeHeHus, 1 %, 100 r

Market / Prisox : Russia / Poccus

Batch No. / . V240730 Batch Quantity / . 11812.00 units /

Cepus Ne ) Pasmep cepun © 11812.00enunun
Analytical Report No. / . 040002713801 Date of Analysis / . 07.11.2024
AHanuTHYecKHii oT4eT No JaTa ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npon3BoacTBa I'open no

Mfg, License No. /

IIpousroacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI"™-RU)
JIMLeH3Us Ne

Analysis performed according ND / Ananu3 npoeeaex nmo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 2 of 5/ Crp. 2u3 5

b) UV spectrophotometry /
Y®-cnekrpodoTo MeTpus

Complies as prescribed
CooTBeTcTBYET TPpeOOBAHHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrp
MOIJIOUIEHHUS HWCIBITYeMOro  pacTBopa
JOJDKEH UMETh MaKCHMYM TOTJIOIEHHS
npu 397+5 HM

3. | Weight of package contents / 101 g/ 101 r According to Rus. Ph. / B cooTBeTcTBHM
Macca cogep:kHMOro ¢ Tpeboranusmu ['® PO
YHAKOBKH

4, | pH 3.2 25t04.5/012,5004,5

5. | Viscosity / BazkocTtb

979.4 centipoise /
979.4 cantunyas

400 to 1,200 centipoise /
Ot 400 o 1200 canTunyas

6. | Impurities / Ilpumecn

i. | Impurity C/

[Ipumecs C

ii. | Impurity D/

ITpumecs D

Any other impurity /
Jlobas npyras npumechb

iii.

iv. | Total impurities /

Cymma npumeceit

Not detected / He obHapy»xeHa

Not detected / He oOHapyxeHa

0.03%

0.07%

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

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

Not more than 0.50 %/
He 60onee 0,50 %

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

7. | Microbial purity* / MukpoGuosorageckasi 4ucrora*

Remarks : The Product conforms to ND/
IIpumeuanue: [pogykr cooTsercypyeT TpeboBanusm HJI

Conclusion : APPROVED /
Zakawuenue: OJJOBPEHO

Prepared by /
IMoxrorosneno: Pravesh Rana

Checked by /

ITpoeepeHo: Ramakant d(
Wb

Approved by: Manager/Executive /
Onobpeno: Menempkep / @_r_{nﬁﬂmi’l‘@ﬂh
Amit Kumar ,'\f Y

Reprint Date /
Jara: 07.11.2024

Reprint Date/ = |
Hata: 07.11.2024

Reprint Date/ ¢
Harta: 07.11.2024




Dr.Reddy’s ".'.%

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Dr Reddy's Laboratories Lid.
ion Unit-5

. by B! -y~
ialavarh Road, Badyj,

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
TponykT: Haii3® AkruBreas (HEIMECYIHN) refib IIS HAPYKHOTO HpUMeHeH s, 1 %, 100 r

Market / Prinok : Russia / Poccus

Batch No. / . V240730 Batch Quantity / . 11812.00 units /

Cepust Ne ) Pasmep cepnn " 11812.00eanHuIy

Analytical Repoyrt No./ . 040002713801 Date of Analysis / . 07.11.2024

AHanuTn4JeckHii otuet Ne JlaTa aHanu3sa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTta npou3BOACTBA Tonen o

Mifg. License No. /

ITpousroacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuneHsust Ne -

Analysis performed according ND / Auanus npoeeaen no HJI: JIN-Ne(001336)-(PI-RU)-251022

Page3 of S/Ctp.3u3 S

i. | Total Aerobic Microbial Count
/ OO6uiee yucio a3poOHbIX
MHKpPOOPTaHH3MOB

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

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

i1. | Total Combined Yeast and
mould count / O61uee YUciIo
IPOMOKEBBIX M [IECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

Absentinl g/
OtcyrctByerB 1T

Absentinl g/
OrcyrctByerB 1 T

Not more than
He 6onee 10 KOE/r

10 CFU/g

Should absentin 1 g/
OtcyterBUe B I T

Should absent in 1 g/
OrcyrcTBUe B 1 T

/

8. | Assay/ KoandecTBeHHOe onpeaesieHue

Nimesulide /
Humecynun

10.05 mg/ 10.05 mr
(100.5 %)

9.0 mg to 11.0 mg of C13H2N20sS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 gof gel /

Ot 9,0 mr go 11,0 mr Ci3H12N2058S
(numecymun) (ot 90,0 % 10 110,0 % ot
HOMHMHAJILHOTIO COAepykaHus) B 1 r rend

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykT COOTBETCTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

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

IMoarorosneno: Pravesh Rana j/ IMpoeepeno: Ramgkant + OnobpeHo: Mer-;@eg_jtj)yxosonn‘renb
- m&mhty/ Amit Kumar /M —

Reprint DNate / Reprint Date / =a Reprint Date / ¥

Hara: 07.11.2024 Hara: 07.11.2024 Hara: 07.11.2024




Dr. Reddy's Laboratories Ltd
Formuiation Umt-6

@
Dr.Reddv’s Q'. ill, Khol, Matagarh Road, Badid,
e Yy o mistt, Solan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS [ g el ety
CEPTUDUKAT AHAJIN3A W LTTEdeys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

IMpogyrr: Haifi3s® AxTuBrens (HuMecynu) relb IS HAPY#HOTO npumencHs, 1 %, 100 T

Market / Pbhinok : Russia / Poccus

Batch No. / : V240730 Batch Quantity / . 11812.00 units /

Cepus Ne ’ Paszmep cepum © 11812.00enunKL

Analytical RepOj‘t No./ . 040002713801 Date of Analysis / . 07112024

AHanuTuueckuii oTyet Ne Jara ananmsa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npouwsBoacTBa Toaen go ]
Mfg. License No. /

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

JuueHsus Ne

Analysis performed according ND / Ananu3s npogenen no HJI: JIIT-Ne(001336)-(PI'-RU)-251022

Page4 of 5/Ctp.4u3 5

9. | Dimethyl sulfoxide / 96.2 % 90% to 110% of C:HsOS (dimethyl
JumerHiacyaboKkcHa sulfoxide) of label claim /
Ot 90 % o 110 % C;HesOS

(aumeTtuncynsdokcua) oT
HOMUHATIBHOTO COMIEPIKAHUS

10. | Package / YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 100 r B TyOy u3
JIAMUHHPOBAHHOTO AMOMHHHS, CHabXXEHHYHO MeMOpaHOH s KOHTpPOJIA
nepBoro BekpbiThs. Kaxayro Tyby BMecTe ¢ HHCTPYKLHMEH N0 MeIULIMHCKOMY
NIPUMEHEHHIO TOMELUAIOT B MMaYKy 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.

*[IokazaTe/ib MOKET OTCYTCTBOBATEH B cepTHHKATE aHAIH3a Npon3BoanTed. IIpousBoauTen
rapaHTHPYeT Ka4eCTBO MpenapaTta mo 3THM IoKa3aTelIsiM.

API name (INN) / HaumenoBanue APC
(MHH):

Nimesulide / Humecymnun

API manufacturer batch number / NMS/14090587
Homep cepun npouspogureas APC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHI UM NPOU3BOIHTES FERA00552

TJId:

API Manufactured by & country / Aarti Drugs Ltd., India /

IIpoussoautenp A®C, crpana: Aaprn Hparc JIta., Uanus

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

IMpumeuanne: [Ipoaykt coorBeTcTRyeT TpeboBanusM HJI 3akmiouenne: OJIOBPEHO

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

[loaroroeneHo: Pravesh Rana < [porepeno: Ram: akapt v{-ﬂ—- Opnobpeno: Menemkep A PykoBonurenb
i Yﬁi( (e~ Amit Kumar &»’ S

Reprint Nate / Reprint Date. / - Reprint Nate/ ¥

Hara: 07.11.2024 Hara: 07.11.2024 Jara: 07.11.2024

felangana, Indi

G0 £900 2599, Email; maii@diretdys.cem



_ & Dr. Reddy's Laboratories Ltd
@ Formuiation Unit-6
) Dr‘Red dy’s ‘... Yill. Khol, Nalagarh Road, Baddi,
. Dizte Solan, M.P, 173 205, IMiDIA
CERTIFICATE OF ANALYSIS Tel+91 98166 56001-02
CEPTUP®UKAT AHAJIU3A wwwdrreddys.com

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Haiis® AkTHBrenb (HUMECYJIMA) reNlb JUIsl HAPYXKHOIO NPUMEHEH!H, 1 %, 100 T

Market / PoiHok : Russia / Poccus

Batch No. / . V240730 Batch Quantity / . 11812.00 units /

Cepust Ne ) Pasmep cepun " 11812.00eaunany

Analytical Repo:‘t No./ . 040002713801 Date of Analysis / . 07.11.2024

AHanurndecknii oTyer No Jarta aHanusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npoH3BoaCTBA Tonen no |
Mifg. License No. /

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

JIHueH3us Ne

Analysis performed according ND / Anann3s nposegen no HJI: JITT-Ne(001336)-(PI'-RU)-251022
Page Sof 5/ Ctp. 5u3 5

Sfmes addr?ss, a.uthorlzatlon 1.\10 for FP. Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
I:;:M:szal;:e;;igf;:;zx;p JHHensn H-p Pennn’c Jla6oparopuc Jita., Muaus, [IponseoacTeeHHoe

HLAAEN; 05 noapaszaenenne-6, Bunnamx Kxons, Hanarapx Poyn, baanw,
MRORIED/ICTRO/KORTPOIE KATCCTRBEMTYCR Conan fuctpukr, X.I1. 173205, Uuaus (JIuuenszus Ne
Iy 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 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».

3ax/049eHHe 0 c00TBeTCTBHH: «HacTosAmuM s MOATBEPIKIAL0, YTO IPHBEICHHAS BhIIEe HHPOPMAIHS ABIAECTCS
JIOCTOBEPHOH M TOYHOM. DTa CepHs MPOAYKUMH IIPOoU3BeIeHa (BKIIOYas yIaKOBKY (MapKHPOBKY) M KOHTPOJb
Ka4yecTBa) Ha BHIIIEYKA3aHHOM MPOU3BOJCTBEHHON IUIOINAAKE (IUIOLIAJKaX) B IIOJHOM COOTBETCTBHH C
TpeboBanuaMHE [IpaBHi HajuIexkaled IPOU3BOACTBEHHOM NpakTHKA EBpasuiickoro 3xoHOMHYECKOTo coroza (No
GMP/EAEU/RU/00554-2022 ot 02 cenTsOps 2022) u TpeOOBaHMAMH KOHTpOJIS KayeCTBa JIEKAPCTBEHHBIX
CpEJICTB, @ TAKXKE B COOTBETCTBHHU CO CIIEIMGUKAIMAMY, COAEPKAIIMMHCSA B PETHCTPALIAOHHOM JI0ChE CTPaHbI-
AMIIOpTEpa. 3aluCH MO MPOU3BOACTBY, YIIAKOBKE M aHAIM3y INIPOBEPEHBI, M YCTAHOBIEHO HMX COOTBETCTBHE
tpeboBanusamM [IpaBu HaIeXaIei IPOU3BOACTBCHHON NPaKTHKKH EBpazsuiiCKOro 5SKOHOMUIECKOTO COI03a».

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

IIpameuanme: ITpoayxT cooTBeTcTsyeT Tpebosanuam HJI 3axmouenue: OJOBPEHO

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

[Moarorosneno: Pravesh Rana IIposepeHo: Ramrfk 1L 1—— Opnobpeno: Menekep / PykoBoaurennb
L . :Ek?“ A~ Amit Kumar Ko S m

Reprint Date / Reprint Date /|~ Reprint Date /¥

Hara: 07.11.2024 MHara: 07.11.2024 Hara: 07.11.2024

Registarad Qifing: ¢ dn ftis, ydorabnd - 500034, Telangana, India

, Eranls mziv@drreddvs.com

Tl +G1 4G 855




