y ...' Unit-6
Dr. Reddy S e h Road, Badd
S Mt 173205, iNDIA
CERTIFICATE OF ANALYSIS RO BRI ST 08
CEPTUPHUKAT AHAJIU3A it
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haiis® Akrusrens (HUMeCyNua) redib JUls HApY>KHOTO npuMeHeHus, 1 %, 20 r
Market / Poriox : Russia / Poccus
Batch No. / o 7 Batch Quantity / ~ 57678.000units /
Cepus Ne ) Pasmep cepun © 57678.000 equHuL,
Analytical RepOft No./ . 040002574734 Date of Analysis / . 19.06.2024
AHanuTnveckuii oTuer Ne HaTta ananusa
Date of Manufacture / . 06/2024 Date of Expiry / . 052026
JaTa npousBoacTea T'onex po
Mfg. License No. /
IlpousBoicTBeHHAsN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auueHsus Ne

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

Pagelof 6/ Ctp. 113 6

ﬁ.‘? / Test / Iloka3zaTennb Result / PesyabTart Specification / Hopma
1. Description / Onncanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

yellow gel with characteristic odor

/ OnHOPOAHBIH MPO3paYHbIA eNlb
OJieqHO-KENTOro LBETA C
XapaKTepHbIM 3aMaxoM

pale-yellow gel with characteristic odor /
OnOHOpOAHBI MpO3payHBll  reib  OT
OecLBETHOrO 10 0J1ITHO-KENTOro L[BETA
C XapaKTepHbIM 3aMaXoM

Identification / UpenTndpuranus

ay 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 ynep>kuBaHus

OCHOBHOI'0 IIMKa Ha XpoMartorpamme

HCTIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BpEMEHH
YAep>KHBaHHS OCHOBHOTO IIHKa Ha
XpoMaTrorpamme pacTBopa
CTaHmapTHoro olpasua HUMecCylInia
(paznen «KonuyecTBeHHOE
onpeeeHHe»)

Remarks : The Product conforms to ND/
IIpumeuanue: [Mponykrt coorBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
Zakiawuenne: OJTIOBPEHO

Prepared by /
IMoarorosneno: Pardccp Kumar

—

Checked by /
[IpoeepcHo: Pawan Kumar

.

Approved by: Manager/Executive /
Ono6perio: Menemiep / Pyxoponurens

Kusum Lata g g

Reprint Date /
Hara: 30.06.2024

Reprint Date /'
Jara: 30.06.2024

Reprint Date /
Jara: 30.06.2024

iclangang, indin




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykr: Haiiz® Axrusrens (HUMecyTHA) relib UL HapY»KHOTO npuMeHenus, 1 %, 201

Market / Poitiok : Russia / Poccust

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

Cepus Ne ) Paszmep cepun * 57678.000 eguHuy
Analytical Repogrt No./ . 040002574734 Date of Analysis / . 09.06.2024
AHanutHvecKuii oTyeT Ne HaTta anaam3a

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

JaTa npousBoacTBa I'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeged no HJT: JITT-Ne(001336)-(PT-RU)-251022

Page 2 of 6/ C1p. 2 M3 6

b) UV spectrophotometry / Y-
cnekTpodoTo MeTpus

Complies as
CooTBeTCTBYET TPeOOBaHUAM

prescribed /

should have

UV absorption spectrum of the test
solution
maximum at 39745 nm / Y®-cnektp
TIOTJIOIIEHUS  HCTIBITYEMOTO0  pacTBOpa
JIOJDKEH UMETh MAKCHMYM MOTJIOLIEHHUS
nipu 397+5 Hm

absorption

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cootBetrcTBHH
Macca coaepRHMOro ¢ Tpebopanusamu ['® PO
YHAaKOBKH

4. | pH 3.23 25t04.5/0t12,5104,5

5. | Viscosity / Bazkoctb

959.1 centipoise /
959.1 canTunyas

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

6. | Impurities / Ilpamecn

i. | Impurity C/
ITpumecs C

Impurity D /

. ITpamecs D

Not detected / ne o6Hapy»xeHa Not more than 0.50 % /
He 6onee 0,50 %

_ 0 Not more than 0.50 % /
Below LOD (LOD = 0.02 %) / He Gonee 050 %

Huke npenena obnapy»xenus (I1O

=0.02 %)

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBercTBYyeT TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IloarorosieHo: Pardeep Kumar

-

Checked by /
[Mposepeno: Pawan Kuinar

¥ -

Approved by: Manager/Executive /
Opubpenu. Meneukep / Pykososutens

Kusum Lata 1=

Reprint Date /
Hara: 30.06.2024

Reprint Date /
Jara: 30.06.2024

Reprint Date /
Hara: 30.06.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Dr. Reddy's Laboiratories (td
Foirmualation Unit-6

PR VR S M Pt B
HAESIT KOG, DA,

Sofan, H.P, 172 205,
+91 98155 56001-02

- g e e R N
Wi WWLATTe GOYE 00DIM

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykr: Haiiz® AKTUBrenb (HHMECYNHA) TeNb ANs Hapy)KHOro npumMeneHnud, 1 %, 20 r

Market / PorHok

: Russia / Poccus

Batch No. / . V240393 Batch Quantity / _57678.000units /

Cepust Ne ' Pasmep cepun ° 57678.000 ennnuu
Analytical Repovrt No./ . 040002574734 Date of Analysis / . 29.06.2024
AHaauTnuyeckuii oTdyer Ne JlaTa anajau3a

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

JlaTa npou3BOACTBA T'onen go

Mfg. License No. /

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

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

Page3 of 6/ Ctp. 313 6

iii. | Any other impurity /
Jlrobas gpyras npumech

iv. | Total impurities /
CymMa npumece

Below BDL / Huxe nopora
perucTpainum

0.029 %

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

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

7. | Microbial purity* / Mukpo6Guogorudeckast 4ncrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob611ee yncno a3poOHBIX MHKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not more than 10 CFU/g
mould count / O6uiee yucio He 6onee 10 KOE/r
JIPOSGOKEBBIX U TUIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/

OtcyrctBUe B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/

OtcyrctBUe B 1 T

8. | Assay/KouanuyecTBeHHoe onipeaeieHue

Remarks : The Product conforms to ND/
ITpameuanne: [pogykr cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaknawuenne: OJOBPEHO

Prepared by /
[Moarorooneno; Pardeep Kumar

= -

Checked by /

TTporepenn” Pawan Knimar

Approved by: Manager/Executive /
Onofpenn Mewemxen / PykoromuTenh

Kusum Lata w >~

Reprint Date /
Hata: 30.06.2024

Reprint Date /
Jara: 30.06.2024

Reprint Date /
Jlara: 30.06.2024




Dr.Reddy’s ":’

Ur Rerddy's Lahoratories 1rd
Formulation unit-6

Vil K arh Road, Baddi

i hel, d

Distt, Solan, r.".u'?., 173 205, N0
CERTIFICATE OF ANALYSIS i e
CEPTUOUKAT AHAJIM3A WHREN RS0

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mponykr: Haiiz® Axtvsrens (HUMeCYNNI) refb ANsl HAPYHKHOTO MpuMeHeHnus, 1 %, 20 ¢

Market / PorHok : Russia / Poccus

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

Cepus Ne ) Pazmep cepun * 57678.000 exunni
Analytical Repovrt No./ . 040002574734 Date of Analysis / . 20.06.2024
AHaauTnyeckuii otyer Ne JlaTa ananusa

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

JlaTa npousBoacTBa TopeHn no

Mfg. License No. /

IIpouzBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne

Analysis performed according ND / Anasius npoeeged no HJ: JITI-Ne(001336)-(PT-RU)-251022

Page4 of 6/ Ctp. 4u3 6

Nimesulide /
Humecynupn

10.10 mg/ 10.10 mr
(101.0 %)

9.0 mg to 11.0 mg of C13H12N205S
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr no 11,0 mr Ci3H12N205S
(aumecynun) (ot 90,0 % a0 110,0 % ot
HOMMHAJIBHOIO coJiepkaHud) B 1 r rens

9. | Dimethyl sulfoxide /
JdumeTnacynbgoxcun

98.8 %

90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % nmo 110 % C;HesOS
(mumeTuncynbhoKCHI) OT
HOMHHAJIBHOIO COZIep>KaHHUA

10. | Package / Ynmakoska

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 H3

JIAMHAHHUPOBAHHOI'O aJIlOMHUHHUA,

cHabkeHHYI0O MeMOpaHOW A/ KOHTPOJIA

nepBoro Bekpbitisi. Kaxkayro Ty6y BMECTe ¢ MHCTPYKUHEH MO MEAMLIHHCKOMY
MPUMEHEHHIO MOMELIAIOT B [IaUKy 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.

*JlokasaTejib MOKET OTCYTCTBOBATH B cepTHPHKATe aHATH3A npou3soauTes. IlponssoanTens
rapaHTHpPYyeT Ka4ecTBO Npenapara 1o 3THM [MOKa3aTeJsaM.

Remarks : The Product conforms to ND/
IMpumeuanue: [poaykr coorsercTByeT TpebosanuaM HJI

Conclusion : APPROVED /
3akmwuenune; ONOBPEHO

Prepared by /

IToarorosneno: Pardeep Kumar

<

-

Checked by /
IIposepeno: Pawan Kumar

2

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosogurens

Kusum Lata w o

Reprint Date /
Hara: 30.06.2024

Reprint Date /
Hara: 30.06.2024

Reprint Date /
Hara: 30.06.2024




Dr.Reddy’s ‘%.‘

Dr. Reddy's Laboratories Lid
Formulation Unit-6
Vill. Khol, Nalagarh Read, Baoldi,

Distt, Soian, 1P, 173 205, iN

Tal ;451 88168 56601-02
CERTIFICATE OF ANALYSIS N J, . _;d\; woi,l_. o
CEPTUOUKAT AHAJIM3A D
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
TMpoaykr: Haiizs® AkTnBresib (HUMECYJIU) reflb ANA HApYKHOTO npumeHenus, 1 %, 20 ¢
Market / Portok : Russia / Poccus
Batch No. / . V240393 Batch Quantity / . 57678.000units /
Cepnsi No i Pa3mep cepuu * 57678.000 equHuL
Analytical Repovrt No. / . 040002574734 Date of Analysis / . 9.06.2024
AHanntuyeckuii oTyer Ne JlaTta ananusa
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026
JaTta npon3BoACTBa T'open go
Mfg. License No. /
ITpousBoacTBeHHAsT : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIHLEH3Us Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(001336)-(PT-RU)-251022

Page50f 6/ Ctp. 5u3 6

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

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun nponspoautens APC:

NMS/13121240

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH NPOH3BOIHTEIS
I'JI®:

FERA00268

API Manufactured by & country /
TMpoussoantenp ADC, crpana:

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

Name, address, authorization No for  FP

/

HaunmenoBaHue, axpec H HOMep JHUCH3HH
IIOLIAJAKH, OCYIIeCTBJ/IAIOLIeH
[NPOM3BOICTBO/KOHTPOJIb KA4€CTBA/BhINYCK
Tid/

manufacturing site / Control site / Release site

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennu’c Jlaboparopuc JIta., Huausa, IlponssoacTeenHoe
noapaszaenenye-6, Bunnamk Kxone, Hanarapx Poyn, bannm,
Conaun quctpuxr, X.IT. 173205, Unaus (JInuensusa Ne
MNB/05/263)

Remarks : The Product conforms to ND/

IIpumeuanue: ITpoaykr coorBercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axmogenne: OJIOGPEHO

Prepared by /

IMoarorosncHo: Pardeep Kumar
2

SN

Checked by /
[Ipoeepenio: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens

(_}7; Kusum Lata i\ ;ég» e

Reprint Date /
Hara: 30.06.2024

Reprint Date /
Hata: 30.06.2024

Reprint Date /
Jlara: 30.06.2024

tapad Offices 2-2-337, Rond Mo, 2, Benjaiz Bills, Hyderabad - 500034, Telangang, india
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Dr. Reday's Laboratories [td.
Formulation Unit-6

e
) o@® Vill. Khol, Malagarh Road, Badd,
Dr. Reddy S q_o Distt. Sofan, .2, 173 205, INDIA

Tel 491 98166 56001-02

CERTIFICATE OF ANALYSIS ey il e 2T
CEPTUDPUKAT AHAJIA3A B

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g R
Mpoaykr: Haiz® Axtusrens (HuMeCyIia) refib U HapyAHoro npumeeus, 1 %, 20 r -
Market / PoiHok : Russia / Poccus
Batch No. / . V240393 Batch Quantity / . 57678.000units /
Cepus Ne ) Paszmep cepun © 57678.000 enunuL
Analytical RepO}‘t No./ . 040002574734 Date of Analysis / . 20.06.2024
AHaJIMTHYECKHI oTUeT No Harta ananusa
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026
Jara npoussoacTBa I'open o
Mfg. License No. /
IIpouseoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Jinmen3ust Ne

Analysis performed according ND / Ananu3 nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 60of 6/ CTp. 6 13 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 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».

3aka04eHHe 0 COOTBETCTBHM: «HacTOAMMM s MOATBEPXKAAIO, YTO XPHBEACHHAs BBIIIE HHOOpPMAaUMS
ABJISETCA JOCTOBEPHOM M TOYHOU. DTa cepus MPOAYKIIMH IPOU3BE/ICHA (BKIIIOYas yIAKOBKY (MapKUPOBKY) U
KOHTPOJIb KayecTBa) Ha BhHINIEYKa3aHHOM IIPOM3BOACTBEHHOH moujaake (IIOm@nKax) B IIOJHOM
COOTBETCTBUH ¢ TpeboBanmsamu I[lpaBuia Haaiexamiell MPOM3BOACTBEHHOM mNpakTHKU EBpasuiickoro
3KOHOMHYECKOro coro3a (Ne GMP/EAEU/RU/00554-2022 ot 02 cenTsa0ps 2022) u TpeOGOBaHUAMH KOHTPOJIS
Ka4deCTBa JIEKAPCTBEHHBIX CPEJCTB, a TaK)Ke B COOTBETCTBHH CO CHEIH(DHKALUSAMM, COAEPKALIUMHUCI B
PETHCTPALMIOHHOM JOChE CTPaHbI-UMIIOpTepa. 3alliCH 110 IPOU3BOJICTBY, YIAKOBKE M aHAIN3Y IIPOBEPEHBL, U
YCTAHOBJIEHO HX COOTBeTcTBHMEe TpeOoaHusM IlpaBun Hazanexamed INPOU3BOJCTBEHHOX TIPAKTUKA
EBpa3HiicKOro 3KOHOMHUYECKOIO COKO3a».

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

Ipumeuanue: [Ipoaykr cooreercTBYeT Tpeboranusm HJL 3axmouende: OJOBPEHO

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

INonarotosneno: Pardeep Kumar IIpoeepero: Pawan Kumar Onobpeno: Menemkep / PykoBogurenb
f 4 Kusum Lata w};

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.06.2024 Jara: 30.06.2024 Hara: 30.06.2024

vaeraonad - 530024, Telangana, india

mal@dnaddys.com




