Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

;

Dr Reddy's Laboratories Lod
Forinulation Unit-6
Vill, Khal, WNa i Road, Baddi

Diste Solan, H.P, 173 205, 18:DIA

Tel: 491 93166 55001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Ipoaykr: Haiizs® Axtusrens (HUMeCYIHA) refib AU HApYKHOro NpuMeHenus, 1 %, 50 r B

Market / Pestiok : Russia / Poccus

Batch No. / . Batch Quantity / . 23,529 units /

Cepus Ne P V240620 Pasmep cepuu 23,529 enqunnil
Analytical Repourt No./ . 040002640841 l}ate of Analysis / . 03.09.2024
AHaauTH4Yeckuii oTyeT No JaTa ananusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JlaTa npousBoacTBa I'open go

Mfg. License No. /

IIpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
NuueH3ua Ne

Analysis performed according ND / Anaaus nposeaed no H: JIH-Ne(001336)-(PT"-RU)-251022

Page1of6/Ctp. 1u3 6

ﬁ.f 1 Test / lloka3arenn Result/ Pesyabrar Specification / Hopma
1. Description / Onncaunne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OpHopoaHbld NpO3pavHbIA  Tejlb
OJIe AHO-KENTOro LBeTa c
XapaKTEePHBIM 3aMaxoMm

pale-yellow gel with characteristic odor /
OnHopoaHsld Mpo3payHblii renb  OT
GecuBeTHOrO 10 GJIeIHO-KENTOro LIBEeTa
C XapaKTepHBIM 3araxoM

21 Identification / UnenTuduxanusa

a) HPLC / BOXX

Complies as prescribed /
CooTBeTCTBYET TpeOOBaAHUAM

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 ynep:kuBaHus
OCHOBHOIO MHMKa Ha XpoMaTrorpamme

UCTIBITYEMOIO  pacTBOpa  JOJDKHO
COOTBETCTBOBaTh BpPEMEHH
yaep>KMBaHHS OCHOBHOTO IMKAa Ha
XpomarorpaMme pacTBOpa
cTaHaapTHoro obpasua HHUMeECYJIHMAA
(pazmen «KonudectseHHOE
onpeneneHue»)

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exccutive /

Toaroroeneno: Jitendra Mate ) IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoguresb
- R 2 Manoj Kumar . \m!}i’ﬁ{—

Reprint Date / Reprint Date / Reprint Date /

Hara: 03.09.2024 Jara: 03.09.2024 Jara: 03.09.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Haiiz® AxriBrens (HUMeCYIHI) reflb AN HAPYKHOTO MpuMeHenus, 1 %, 50 r

Market / PuyHok

: Russia / Poccus

Batch No. / . Batch Quantity / . 23,529 units /

Cepusi Ne E V2AU6A Pasmep cepun * 23,529 epnHUL
Analytical RepOft No. / - . 040002640841 Date of Analysis / . 03.09.2024
AHAMTHYECKHH oTueT No JaTa anaausa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTta nponsBoacTea TI'ogeH ao

Mfg. License No. /

IlpousBoacTBeHHAA : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JnueHsus Ne

Analysis performed according ND / Auasiu3 nposenen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022
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No /

Test / Iloxka3zarenn
Ne

Result / Pesyastar

Specification / Hopma

b) UV spectrophotometry / Y-
cnekrpodoTo MeTpus

Complies as prescribed
CooTBeTcTBYET TPeOOBaHHAM

i

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnektp
NOIJIOUIEHHsT HUCMBITYEMOTO  pacTBOpa
JIOJ>KEH UMETh MAaKCUMYM TOTJIOLIEHHS
npu 397+5 uM

3. | Weight of package contents / 51g/5lr According to Rus. Ph. / B cooTBeTcTBUU
Macca coiepKHMOro ¢ TpeboBanusmu ['® PO
YHNAKOBKH

4. | pH 3.24 2.5t04.5/012,5004,5

5. | Viscosity / BazkocTb

952.9 centipoise /
9529 caHrumnyas

400 to 1,200 centipoise /
Ot 400 go 1200 cantumnyas

6. | Impurities / IIpumecn

i. | Impurity C/
[Tpumecs C

Not detected / He oOHapyxeHa

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

ii. | Impurity D/
[Ipumecs D

Below LOD (LOD = 0.02%) / Huxe
npenena obHapyxenus (I10 = 0.02 %)

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

Remarks : The Product conforms to ND/
Ipameuanue: [Iponykt cootBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Jitendra Mate

4

-

Fg

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosonuresns
Manoj Kumar T

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Mata: 03.09.2024

Reprint Date /
Jara: 03.09.2024




Dr.Reddy’s ":‘
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CEPTH®PUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykr: Haiizs® AxTusrens (HMUMecynua) refib Ans Hapy)KHOTO puMeHeHns, 1 %, 50 T

Market / Pushok : Russia / Poccust

Batch No. / . V240620 Batch Quantity / . 23,529 units /

Cepus Ne Pa3mep cepuu 23,529 egunuu
Analytical Repovrt No. / . 040002640841 Date of Analysis / . 03.09.2024
AHanuTnyeckuii oTuer Ne JlaTa aHaau3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npon3BoacTBa T'ogeH ao

Mfg. License No. /

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

JnHuUeH3Hs Ne

Analysis performed according ND / Anann3 nposeges no HJI: JITI-Ne(001336)-(PI'-RU)-251022
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i{? / Test / lloka3zaTennb Result./ PesyanTart Specification / Hopma
iil. | Any other impurity / 0.03% Not more than 0.50 % /
Jio6Gas npyras npuMech He 6onee 0,50 %
iv. | Total impurities / 0.0363% Not more than 1.50 % /
CymMa npumecent He 6onee 1,50 %
7. | Microbial purity* / MukpoOuosiornieckas YncTora*
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O611ee 9Kcio a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1uee uucino He 6onee 10 KOE/r
JPOMCOKEBBIX U NIIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBue Bl 1

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBUE B 1 T

8. | Assay/KoanuecTtBeHHOe onpeJeeHHe

Remarks : The Product conforms to ND/
IIpuveuanne: [TponyxT cooTsercTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zakawuenne: OJJOSPEHO

Prepared by /
[MonaroroneHo: Jitendra Mat;[\#{a

Checked by /
IIpoeepeHo: Pardeep Kumar

< —

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / P)«'K(_)BOD,I-?‘EIIL

Manoj Kumar \”J_Zﬁ’
Ay -

Reprint Date /
Jara:

03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jata: 03.09.2024

wdireddyg com
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\H T ‘ A ozm b e
Vit ihol, Walagarh Road, Raddi

Distt Solan, H.P, 173 205, iNDIA
CERTIFICATE OF ANALYSIS Tel 1 +51 88168 56001-02
CEPTUPUKAT AHAJIN3A www.drreddys.comm

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoayxr: Haiis® Akrusrens (HUMECYJIMA) resib A8 Hapy>KHOTo npuMeHeHus, 1 %, 50 r

Market / PrsHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23,529 units /

Cepus Ne F V240620 Pasmep cepun " 23,529 epuHuL
Analytical Repovrt No./ . 040002640841 Date of Analysis / . 03.09.2024
AHAIMTHYECKHIA 0TUeT Ne Jarta anaausa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npou3BoACTBA Toaen go

Mfg. License No. /

IpouzBoacT BeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JMueH3us Ne

Analysis performed according ND / Ananu3 nposegen mo HJ: JITI-Ne(001336)-(PI"-RU)-251022

Paged4 of 6/ Crp. 4u3 6

i‘? / Test / [Tokazarenn Result / PesyasTar Specification / Hopma
Nimesulide / 9.86 mg/ 9.86 mr 9.0 mg to 11.0 mg of Ci13H2N2OsS
Humecynun (98.6 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /

Ot 9,0 MI' 10 11,0 MI* C13H12N2053
(rmmecymun) (ot 90,0 % 10 110,0 % ot
HOMHHAJILHOTO cofiep kaHus) B 1 r rens

9. | Dimethyl sulfoxide / 100.6 % 90% to 110% of CoHsOS (dimethyl
JumerniicyabGorcHn sulfoxide) of label claim /

Ot 90 % nmo 110 % C.HeOS
(numeTuncynsdokcua) ot
HOMHHAIBHOIO COJIepKaHHs
10. |Package / YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 50 r B TyOy u3
JIAMMHMPOBAHHOTO AIIOMUHUS, CHaO)XeHHYIO MeMOpaHOM ANd KOHTpOJIA
nepBoro BekpbiThs. Kaxayto TyOy BMecTe ¢ HHCTPYKUHEH N0 MEAULIMHCKOMY
NPUMEHEHHUIO MOMELIAIOT 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.

*TlokasaTe/lb MOXET OTCYTCTBOBAThL B cepTHQHUKATE aHAIH3a npoussoauTes. IIpoussoauTtess
rapaETHpYeT KavyecTBO Npenapara no 3THM IOKa3aTe/lsM.

Remarks : The Product conforms to ND/
Ipumeuanne: ITpoaykT cootsercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
3akaruenne: OJOBPEHO

Preparcd by /
IMoarorosneHo: Jitendra Mate

A

4

Checked by /
[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menexkep / PykoBoputesib

Manoj Kumar XIB‘ELLL

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jlara: 03.09.2024
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CEPTUHOUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AkruBresis (HUMECYITi) Tesib AN Hapy/KHOTO npimMeserns, 1 %, 50 r

Market / Poihok

: Russia / Poccus

Batch No. / . V240620 Batch Quantity / . 23,529 units /

Cepus Ne ) Pasmep cepuu * 23,529 equnun
Analytical Repovrt No./ . 040002640841 Date of Analysis / . 03.09.2024
AHaJnTHYeCKHii oTyeT No Jdarta anaanza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JlaTa npousBoacTBa T'ogen g0

Mfg. License No. /

IIpouseoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JNHIeH3us1 Ne

Analysis performed according ND / Ananus nposegen mo HJL: JITI-No(001336)-(PT™-RU)-251022

PageSof 6/ CTp. 5136

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

Nimesulide / Humecymun

API manufacturer batch number /
Howmep cepun npounspoauteiss ADC:

NMS/14060333

FP Manufacturer API Batch number /
Homep cepnu cybcTaHUHH
nponspoantes I'JID:

FERA00368

API Manufactured by & country /
IIponsBoaurens A®C, cTpana:

Aarti Drugs 1td., India /
Aaptu parc JItn., Uuaus

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

HaunmenoBanue, aipec H HOMep
JHUEH3HH ILUIOIATKH,
ocyImecTBJAILIeH
NPOH3BOACTBO/KOHTPOIb
kadecrsa/Bpimyck I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennu’c Jlabopatopuc JIta., Uuous,
[MpousBoncTeenHoe noapasaeneHue-6, Bunnamx Kxons,
Hanarapx Poyn, bannu, Conan Jquctpuxr, X.I1. 173205,
HNunus (JIuuenzua 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 Union (No.
GMP/EAEU/RU/00554-2022 dt. 02 September 2022) and requirements to the medicinal quality and with the

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykt coorsercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
[Moarorosneno: Jitendra Mate

i
'f [Iposepeno: Pardeep Kumar

+ i

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoayTes

Manoj Kumar ) ud/

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Ayderabadl - 500024, Telanmana, India
il mail@ drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HNpoaykr: Haiis® AkTusrens (HUMECYIHA) refb A8 HapyKHOTO npuMenenus, 1 %, 50 r

Market / PrrHok : Russia / Poccus

Batch No. / . V240620 Batch Quantity / . 23,529 units /

Cepus Ne Pasmep cepuu 23,529 equnnn
Analytical Repovrt No. / . 040002640841 Date of Analysis / . 03.09.2024
AHaantTuueckuii oryer Ne JlaTa aHanu3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JlaTa npou3BoICTBa T'open go

Mfg. License No. / "

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

Analysis performed according ND / Auajius nposeaed no H/: JITT-Ne(001336)-(PI'-RU)-251022

Page 6 of 6 / CTp. 6 M3 6

specifications in the Marketing Authorization dossicr 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.

3axJroueHHe 0 COOTBETCTBHH: <<HaCTO${H_IHM s IOATBEPXAAr0, YTO IIPUBEACHHAS BBIIIC I’IHq)OpMaHI/IH SABIIACTCA

JIOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKIMH IMpOW3BeJeHa (BKIIOYas yNakoBKY (MapKHPOBKY) M KOHTpPOIb

Ka4yecTBa) Ha BBIIEYKa3aHHON NPOM3BONCTBEHHOM IUIOManKe (IUIOMAAKax) B IIOJHOM COOTBETCTBHM C

TpeGoBanusamu [IpaBui HaexKaleil TPOU3BOACTBECHHOM IPaKTHKH EBpa3suiickoro 3KOHOMHYECKOro corosa (Ne

GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeOOBaHMAMH KOHTPOJS KayecTBa JICKAPCTBEHHBIX
CpEJICTB, & TAaKXKE B COOTBETCTBHM CO CIENHUPHKALUSIMHU, COAECPKAMMUMUCI B PETHCTPALIMOHHOM [0CHE CTPAHbI-
UMIIOpTEpa. 3allUCH TI0 MPOM3BOACTBY, YIAaKOBKE M AHAIM3Y IIPOBEPEHBI, H YCTAHOBIEHO HMX COOTBETCTBUE

tTpeGoBauusaM [ IpaBut Hajuexamme IpoN3BOJCTBEHHOM IPAKTUKH EBpasuiiCKOro S9KOHOMHUYECKOTO COI03a.

Remarks : The Product conforms to ND/
IIpumeuanne: [Tponykr cooTBercTByeT Tpebosanusam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
ITonrororneno: Jitendra Mate

Checked by /
IMTporepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens

Manoj Kumar 'M

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jara: 03.09.2024




