Dr.Reddy’s Q_"."

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIM3A

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

IMpoayxT: Hail3® AKTHBreNnb (HUMECYINI) Fefb AT HAPYKHOro npumenenus, 1 %, 100 r

Market / Phinox : Russia / Poccnst

Batch No. / . V240864 Batch Quantity / . 12000.00 units /

Cepus Ne ) Pasmep cepun ° 12000.00ezuHML
Analytical Repovrt No./ . 040002752693 Date of Analysis / . 10.12.2024
AHanuTndecknii oTuer Ne Hara anaansa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTta npou3BoacTBa T'ogen po

Mfg. License No. /

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

Analysis performed according ND / Anaqn3 nposeged no H/: JIIT-Ne(001336)-(PI"™-RU)-251022

Page 1l of 5/ Crp. 1 m35

N : :
N'? / Test / IlokazaTesib Result / PesyabTat Specification / Hopma
1. Description / Onncanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OpnHOpOAHBIA MpPO3pavyHbId  reib
OJIeAHO->KENTOTO 1BETa c
XapaKTepHBIM 3aMaxXoM

pale-yellow gel with characteristic odor /
OnHOpOOHBIH IpO3padHbIA  Tenk  OT
fecLBeTHOro A0 OJIEHO-KEITOro UBETa
C XapaKTepHBIM 3aMaxoM

2. Identification / Unenruduran

sl

a) HPLC / BOXX

Complies as prescribed /
CooTBeTCTBYET TPeOOBAHUAM

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 yaep>xHBaHHS
OCHOBHOrO [MMHKa Ha XpOMATOTPaMMeE
UCTIBITYEMOTO pacTBopa JIOJKHO

COOTBETCTBOBATH BpPEMEHHU
yHepXKUBAaHUsI OCHOBHOIO TIMK4 Ha
XpomarorpaMme pacTBopa
CTaHJapTHOro obOpa3sua HHMECYIHaA
(paznen «KonmuectsenHoe
OTIpE/IENICHHE)

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr coorseTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / ) Approved by: Manager/Executive /
[Toarotosneno: Ramakan . IpoBepeno: Santosh Kuma Onobpeno: Menempkep / PykoBoautens

]g ALLL,L/' Maurya 7 4 Amit Kumar L?\_, =
Reprint Date / === Reprint Date / Reprint Date / ¥

Jata: 10.12.2024

Jara: 10.12.2024

Hara: 10.12.2024




Dr.Reddy’s Qrf‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiis® AkTvBrens (HUMeCYTHA) Tefb Al Hapyx)HOro npumenerus, 1 %, 100 r

Market / Prinok : Russia / Poccus

Batch No. / . V240864 Batch Quantity / . 12000.00 units /

Cepusi Ne ) Pasmep cepuu * 12000.00euHuUL
Analytical Repo“rt No. / . 040002752693 Date of Analysis / . 10.12.2024

AHajiuTHY €CKHIi 0TUeT Ne JlaTa ana/u3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jata npou3BoacTBA I'onen oo

Mfg. License No. /

IIpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)
Jinuen3usa Ne

Analysis performed according ND / Anasinz nposeaed no HJI: JITI-Ne(001336)-(PI-RU)-251022

Page2 of 5/ Crp. 213 5

b) UV spectrophotometry /
Y ®-cniextpodoTo MeTpus

Complies as
CooTtBeTcTBYET TPEOOBAHHAM

prescribed

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / V®-cnekrp
MOTJIOIIEHNHsT HCIIBITYEMOIO  pacTBopa
JIOJDKEH UMETh MaKCUMYM TOFJIOLUEHUS
npu 3975 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBeTcTBHH
Macca cogep:kHMOro ¢ TpeboBanusimu [ @ PO
YAAKOBKH

4. | pH 3.27 25t04.5/012,5004,5

5. | Viscosity / BazkocTb

995.3 centipoise /
995.3 caHTumyas

400 to 1,200 centipoise /
Ot 400 no 1200 cantumyas

6. | Impurities / IIpamecn

JIrobas npyras npumech

iv. | Total impurilies /
CymMma nipumeceit

Hike npenena KOTMYECTBEHHOTO
onpeaenenns (ITKO = 0.03 %)

0.04%

i. | Impurity C/ Not detected / He 0OHapyxeHa Not more than 0.50 % /
TTpumece C He 6onee 0,50 %
ii. | Impurity D/ d Not more than 0.50 % /
Mprnecs D Not detected / He 0OHapykeHa He Gonee 0,50 %
Below LOQ (LOQ =0.03 %) /
iii. | Any other impurity / clow LOQ (LOQ %) Not more than 0.50 % /

He 6onee 0,50 %

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

Remarks :

The Product conforms to ND/
IIpumeuanue: Ilpoaykr coorBercTBYyeT Tpebosanuam HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

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

IToarorosneno: Ramakant [TposepeHo: Santosh Kumar., Onobpeno: Menemx ep, / P\’KOBO,E[HTBJ‘II:
a‘ &‘jﬁ A Maurya ,ﬁ( -| Amit Kumar ,'if L

Reprint Date / Reprint Date / Reprint Date / ¥

Hara: 10.12.2024 Hara: 10.12.2024 Hara: 10.12.2024




Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3ZA

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haiis® AxTHBrens (HUIMECYAUA) Teflb AT HAPYKHOTO NPHMCHEHMA, 1 %, 100t

Market / Pbinok : Russia / Poccus

Batch No. /

Batch Quantity /

. 12000.00 units /

Cepus Ne V240364 Pasmep cepuu * 12000.00e 1uHUL
Analytical Repourt No./ . 040002752693 Date of Analysis / . 10.12.2024

AHaJUTHY €CKHIT 0TueT No Jarta anannsa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

HJata npou3soacrsea I'ogen po

Mfg. License No. /

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

Jgunensus Ne

Analysis performed according ND / Anann3 nposeges nmo HJI: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 5/ Crp.3u3 5

7. | Microbial purity* / Mukpo6uosiornyeckasi 4ncrora®
i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Ob1ee 4ueno a3pobHbIX He Gonee 100 KOE/r
MHKPOOPraHUu3MOB
ii. | Total Combined Yeast and NA Not more than 10 CFU/g  /
mould count / Obuiee uucino He Gonee 10 KOE/r
JPOJIOKEBBIX  MIECHEBBIX
rpu6oB
iil, | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyretBue B 1 T
iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcytcrBUe B 1 1
8. | Assay/KonnuecTBeHHOe onpeesicHHe
Nimesulide / 9.93 mg/9.93 mr 9.0 mg to 11.0 mg of Ci3H2N2058S
Humecynun (99.3 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gof gel /

Ot 9,0 mr no 11,0 mr Ci3H12N2OsS
(aumecyun) (ot 90,0 % mo 110,0 % ot
HOMMHAJILHOTO COJiep kaHus1) B 1 T rens

Remarks : The Product conforms to ND/

Hpumeuanne: [Iponykrt coorercTByeT TpebosanuaM H/JI

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

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

IToarorosnexo: Ramaﬁm ."‘]\ _ [MpoeepeHo: Santosh Kume}r:é_ OnobpeHo: MEK?,H}KE]?-{_PyKOBOJII/ITeHL
. jtpy Maurya LK) | Amit Kumar [ —

Reprint Date / R Reprint Date / Reprint Date /Y

Hara: 10.12.2024 Hara: 10.12.2024 Hara: 10.12.2024




Dr.Reddy'’s Q':’

Dr. Reddy's Laberateries Ltd
Formulation Unii-6

Vill. Khot, Nalagari Road, Bacidj,

Distt. Selan, H., 172 205, MDA

+91 88160 S0001-02

CERTIFICATE OF ANALYSIS TR PR R

CEPTHUOUKAT AHAJIN3A PR SOAS )
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
TMpoaykr: Haii3® AkTHBrens (HMMECyNIHI) renb WIS HapyxHoro npumeneni, 1 %, 100 ¢
Market / PriHOK : Russia / Poccus
Batch No. / . V240864 Batch Quantity / . 12000.00 units /
Cepus Ne ) Pa3zmep cepun * 12000.00eauHuN
Analytical Repourt No. / . 040002752693 Date of Analysis / . 10.12.2024
AHanuTHyeckuii oTyer No JlaTa anaiu3a
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026
JlaTa npou3BoacTea I'ogen oo
Mifg. License No. /
IIponszBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Junuensusa Ne

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

Page 4 of 5/ Ctp. 413 5

9. | Dimethyl sulfoxide / 99.9 % 90% to 110% of C,HeOS (dimethyl
JuMeTniacyibgokcH sulfoxide) of label claim /
Ot 90 % 10 110 % C2HsOS
(mumeTuncynbGOKCUa) OT
HOMMHAJIBHOIO COAEPHKAHHA
10. | Package / YmakoBka 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
JIaMMHHUPOBAHHOTO AJIIOMHHHUS, CHab)keHHYIO MeMOpaHOM 18 KOHTPOJIs
nepeoro Bekpbiths. Kaxayio TyOy BMecTe ¢ MHCTPYKLIMEN 10 METUIIMHCKOMY
NPUMEHEHHIO IOMEILAIOT B Ma4Ky KapTOHHYO.

*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 MOKET OTCYTCTBOBATH B cepTHHKATe aHAIM3A Npou3BoauTens. Ilpoussogureln
rapanTHpyeT Ka4ecTBO Mpenapara o 3THM NMOKa3aTe/IsAM.

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

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepun npoussoautens APC:

NMS/14100690

FP Manufacturer API Batch number /
Homep cepuu cyGCTAHIINH TPOH3BOAHTENS
TJIM:

FERA00616

API Manufactured by & country /
IIpoussoaurear APC, crpana:

Aarti Drugs Ltd., India /
Aaptu Jlparc JIta., Uaans

Remarks : The Product conforms to ND/

Hpumeuanne: [Tpoaykt coorsercTBYeT Tpebosausam HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / ‘ Approved by: Manager/Executive /
IToaroroeneno: Ramakgn ITpoeepeno: Santosh Kumar, | Onobpeno: Meneaxep / PykoBoauresns
a,w Maurya ’%7 Amit Kumar ,}i—»-:f
Reprint Date / Ll o Reprint Date / Reprint Date/ |
Hara: 10.12.2024 Jara: 10.12.2024 Jara: 10.12.2024
Recictored Qifice: 3-2-337, Road Mo, %, Baniara Hills, Hyderabad - 500034, Telangana, Indin
Teb 81 A0 45060 2960, ¢ +C1AQAR00 2 Email mailiZidrraddys cam

Cii:

sy Grreddys.com




Dr. Reddy's Laberatories Lid

S S e gerrme
? @ Formudation Unit-6
Dr. Reddy S q .. il Khol, Malagarh Read, Badidi,
? Distt, Sglan, H.P, 173 205, HlSiA
CERTIFICATE OF ANALYSIS Tel 148l e

CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoayxr: Hait3® Axtusrens (HUMecyIn) reb I HapyKHOro NpHMeHeHus, 1 %, 100 r

Market / Pbinok : Russia / Poccus

Batch No. / N7 e Batch Quantity / ~12000.00 units /

Cepusi Ne ) Pa3zmep cepun * 12000.00e 1uRML
Analytical Repovrt No. / . 040002752693 Date of Analysis / . 10.12.2024
AHannTuueckuii oTyer Ne Jdara ananu3sa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jata npoun3BoacTsa T'ogen g0

Mifg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JHnen3us Ne

Analysis performed according ND / Ananu3 nposeen mo HJI: JII-Ne(001336)-(PI'-RU)-251022
PageS5of 5/ Crp. 5u3z 5

1;2:3:::3::;;’ ;?:l;(g‘éznatt:gln sli\tle(:) /f(]);eleasil;i ‘e / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
Eﬁ:ﬂﬁ:;ziaz:e;lﬁl; i;:;ﬁ::;p JHHeRsHH J-p Peanu’c Jlabopartopuc Jlta., Unaus, IIponssoacTeenHoe
> 0¢Y noapasaenenne-6, Busamk Kxons, Hanarapx Poyn, baanu,
TP OMS BIACTEO K0T OV KA eCHpa/BLY K Conau Tuctpukr, X.IT. 173205, Unaus (Jluuensusa Ne
ISRk 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».

3aKJII0YeHHe 0 co0TBeTCTBHH: «HacTosmumM 1 TOATBep KIal0, YTO IIPUBECHHAs BpIIIe HHPOpMALIUS SIBIISAETCS
JIOCTOBEPHOM M TOYHOM. DTa CepHs MPOAYKIIMH IPOU3BEACHA (BKIIOYAs yIaKOBKY (MapKMPOBKY) H KOHTPOIIb
KaJyecTBa) Ha BBIIIEYKA3aHHOW IPOM3BOJACTBEHHOM IUIOmanke (IJIOManKax) B IIOJHOM COOTBETCTBHH C
TpeGoBanusaMu [IpaBri HaIeKaIed TPON3BOCTBEHHOM MpakTHKH EBpasuiickoro 5SKOHOMHYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centss6ps 2022) u TpebOBaHUSIMH KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX
CpEICTB, a TAKXKE B COOTBETCTBHH CO CHEIMMHUKAUIMH, COACPKAIMUMHUCS B PETHCTPAIIMOHHOM JIOChE CTPaHBI-
UMIIOpTepa. 3alliCH IO MPOM3BOACTBY, YIAKOBKE W aHAIU3Y NPOBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBHUE
TpeGoBanusM [IpaBun Hauiexame TPON3BOACTBEHHON NIPAaKTHKH EBpa3sHiCKOro SJKOHOMHYECKOTO COO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt coorBeTcTBYET TpebosanusM HJ{ 3akaouenne: OJOBPEHO
Prepared by / Checked by / 4 Approved by: Manager/Executive /

[lonrororneno: Ramm Iposepero: Santosh Kumg Onobpeno: Mewu Kep / wagonHTenL
LL/ ;k

Maurya Amit Kumar [ &_— —
Reprint Date / Reprint Date / = Reprint Date / .
Hara: 10.12.2024 Hara: 10.12.2024 Jara: 10.12.2024
Registered Cifice: 8-2 :»“", Rond Mo, 2, Banjar Hilts, Hyderabad - 500034, Telangana, Indin
ol +81 40 4900 2 C+01A0200 2998, Email maf & drraddys.com

5 1PLCUO-11’EOT
wawv.drreddys.com




