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Dr.Reddy’s ‘_’.’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® AkTHBresb (HIMECYNIH]) Tellb Ul HapyXKHOTO nMpuMeHeHud, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / - V230896 Batch Quantity / . 23224.00 units /

Cepus Ne ) Pazmep cepuu © 23224.00 eguHun
Analytical Repovrt No./ . 040002291657 Date of Analysis / . 29.11.2023
AHanuTuyeckuii oryer No JlaTa aHanusa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npousBoacTaa Tonen o

Mfg. License No. /

IIpon3BoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
nuueH3ns Ne

JINT-Ne(001336)-(PT-RU) ot 25.10.2022

Analysis performed according ND / Ananus npoeegen mo HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page 1 of6/Crp. 1 u3 6

No/

Ne Test / Iloka3zaTenn

Result / PesyabTaT

Specification / Hopma

1. Description / Onucanune

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OpHOpOOHEINH NPO3paYuHbIH reb
6JIeIHO-KENTOro LIBeTa C
XapaKTEepHBIM 3aIlaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpoOHBIA MpO3pauHbId  rens  OT
fecuBETHOrO J0 OJIeOHO-KENTOro LBETa
C XapakTepHBIM 3aNaXOM

2. Identification / Unentudukauns

a) HPLC / BDXKX

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>kuBaHHS
OCHOBHOIO [MMHKa Ha XpOMaTOrpaMme

HCIIBITYEMOT O pacTeopa JOJDKHO
COOTBETCTBOBATH BpPEeMEHHU
YACP)KMBaHWS OCHOBHOTO TIMKa Ha
XpOMAaTorpamMme pacTBopa
CTaHAapTHOro obpasla HHUMeCYJIH/a
(pazmen «KonuyecTBeHHOE
OTpeJIeNIeHHEY)

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipogykr cootBeTcTBYeT Tpeboranuam HJI

Conclusion : APPROVED /
3aknouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
ITpoepeHo: Saptesh Kumar
Maurya N

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoguTenb
Manoj Kumar & E:! Eﬁ

Reprint Date /
Jara: 29.11.2023

Reprint Date /
Jlara: 29.11.2023

Reprint Date /
Jlara: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4300 25999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Hait3® Axruprens (HUMeCYMa) refb Ui HapyKHOro npumerenns, 1 %, 50 r

Market / Prinok : Russia / Poccust

Batch No. / . V230896 Batch Quantity / . 23224.00 units /

Cepust Ne ) Pasmep cepun ' 23224.00 enuHuL
Analytical Repourt No./ : 040002291657 Date of Analysis / . 29.11.2023
AHANUTHYECKHIi 0TYET Ne JlaTta ananusa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JaTa npoussoacTsa I'onen go

Mfg. License No. /

IpounseoacrBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JMueH3us Ne

Analysis performed according ND / Anaaus nposeaen no HJI: JIIT-Ne(001336)-(PI-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

— . .- Page20f6/Crp.2 136
b) UV spectrophotometry / Y®- | Complies as prescribed /| UV absorption spectrum of the test
criektpodoTo MeTpHs CooTBETCTBYET TPEOOBAHHIM solution should have absorption
maximum at 397+5nm / Y®-cnektp
NOJIOIEHHST HCIBITYEMOrO pacTBOpa
XOJDKEH MMETh MaKCHMYM IOTJIOMICHHUS
ripu 397£5 HM
3. | Weight of package contents / 51g/Slr According to Rus. Ph. / B cooTBercTBHM
Macca cogepRkuMOro ¢ TpeboBanusmu ['® PO
YHAKOBKH
4. | pH 2.89 2.5t04.5/012,5104,5
5. | Viscosity / BazkocTh 1019 centipoise / 400 to 1,200 centipoise /
1019 cantunyas Ot 400 go 1200 cantumyas
6. | Impurities / Ilpumecn
i. | Impurity C/ Not detected / He oOHapyxeHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not more than 0.50 % /
t det
ITpumeces D Not detected / re obnapysictia He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoaykr cooreTcTBYET TpeboBanuam HJI 3aknouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneno: Pravesh Rana |, I[Tposepero: Santosh Kumar Ono6peno: Menemkep / PykoBogHTeNb
Maurya § S Manoj Kumar "
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.11.2023 Hara: 29.11.2023 Jara: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIM: LR5195AP1984PLCC0O4507
www.drreddys.com



Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJII3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiiz® AkTHBrens (HUMECYIHA) renb s HAPY)XHOro npuMeHeHws, 1 %, 50 r

Jauuensus Ne

Market / PoiHok : Russia / Poccus

Batch No. / . V230896 Batch Quantity / . 23224.00 units /

Cepus Ne ) Pasmep cepuu © 23224.00 eqvuuI
Analytical Repo‘}‘t No./ . 040002291657 Date of Analysis / . 29.11.2023
AHaJuTH4YecKknii oTuer Ne JlaTa aHaniu3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npou3BoacTBa T'ogen go

Mfg. License No. /

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

Analysis performed according ND / Ananus nposegen no HI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

RemarKks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorseTcTBYeT TpeboBanuam HJ|

-Page 3 of 6/Crp.3u3 6
iii. | Any other impurity / 0.03% Not more than 0.50 % /
JIrobas npyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %
7. | Microbial purity* / MukpoGHoioruyeckas yucrora*
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob11iee yKcs10 a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not more than 10 CFU/g
mould count / O6mee 1ucao He 6onee 10 KOE/r
JIPOMOKEBBIX U TUIECHEBBIX
rpubor
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrctBUe B 1 T
8. | Assay/KoauuecTBeHHOe onpeneleHne

Conclusion : APPROVED /
Zakawyenne: OJOBPEHO

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

Toarorosneno: Pravesh Rana [/ ITpoeepeHo: Santogh Kumar Onob6peno: Mernemxkep / PykoBoayreinb
{ Maurya & gt Manoj Kumar 15 g {;

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023 Jlata: 29.11.2023 Jara: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LR5195AP1984PLCO04507
vaww.drreddys.com




Dr.Reddy’s ‘f"

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiiz® AkTuBrens (HUMECYIUN) refb Il HapyXKHOTO npumeHenns, 1 %, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V230896 Batch Quantity / . 23224.00 units /

Cepus Ne ) Pa3mep cepumn © 23224.00 enuuaumig
Analytical Repourt No./ . 040002291657 Date of Analysis / . 29.11.2023
AHaauTHyeckHii oT4yeT Ne JlaTta anasu3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npou3BOACTBA I'onen no

Mifg. License No. /

IIpounsBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ust Ne

Analysis performed according ND / Ananu3 nposeaen no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page4of 6/ Crp. 4136

Nimesulide /
Humecynun

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 MI" 10 11,0 Mr C13H12N205S
(aumecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOrO coAepkanus) B 1 r rens

9. |Dimethyl sulfoxide /
JAumerniicy1bPorcun

102.3 %

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

Ot 90 % no 110 % CoHsOS
(mumeTuncynsdokcua) ot
HOMMHAJILHOT'O COAEpIKaHUs

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 us3

JJaMUHHPOBAaHHOr0 aJItOMHHHA,

CHaOXXeHHYI0O MeMOpaHOW JUIi KOHTPOJIA

nepBoro BCkpeiTHsA. Kaxayro Ty6y BMecTe ¢ HHCTPYKLMEH 110 METULIMHCKOMY
NMPUMEHEHHIO NIOMELIAIOT B IIa4YKy 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.

*Tloka3aTeah MOKET OTCYTCTBOBATH B cepTH(HUKATE aHAIN3a Npon3BoauTes. Ilpoussoauren
rapaHTHpyeT KadecTBO NMpenaparta 10 3THM I0Ka3aTeIAM.

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

Ipumeuannue: [Tpoaykr coorBeTcTBYeT TpeboBanusm HJI 3akawdyenne: OJJOBPEHO

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

ITogroroeneno: Pravesh Rana [Ipoeepeno: Santosh Kumar Ono6peno: Menemxkep / Pykoso b
/f a Maurya é, Manoj Kumar 5 a i LLE]

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.11.2023 Hara: 29.11.2023 Hara: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2359, Email: mail@drreddys.com

CIN: LR5195AP1984PLCO04507
vrww.drreddys.coni
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Dr.Reddy’s ‘f.' o

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponyxr: Hait3® AKTHBrenb (HUMECYTH) TeNb [UIS HApY/KHOTO NpuMeteHns. 1 %, 50r

Market / PoiHOK : Russia / Poccus

Batch No. / . V230896 Batch Quantity / . 23224.00 units /

Cepus Ne ) Pasmep cepum * 23224.00 equHuUIL
Analytical Repo“rt No./ . 040002291657 Date of Analysis / . 29.11.2023
AHanuTudeckuii oTyer Ne Jlara ananusa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa nponsBoacTBa Togen no

Mfg. License No. /

IIpou3BoacTBEHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI -RU)
Jensnst Ne

JITI-Ne(001336)-(PT'-RU) ot 25.10.2022

Analysis performed according ND / Ananus nposeaex no HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

Page 5 of 6/ Ctp. S5u3 6

(MHEH):

API name (INN) / Haumenoanne ADC

Nimesulide / Humecynun

API manufacturer batch number /

Homep cepun npouspoaurens ADC:

NMS/13080769

Homep cepun cy6cTannuH
npousBoauTens I'JIP:

FP Manufacturer API Batch number /

FEQAO00580

IIpounssoautenn APC, crpana:

API Manufactured by & country /

Aarti Drugs Ltd., India /
Aapru dparc Jlta., Maaus

Release site /

HaumeHoBaHHe, afpec H HOMEpP
JIHIEH3UH IIOIAIKH,
OCyLIeCTBJISONIEH
NPOM3BOACTBO/KOHTPOND
kavecrBa/Bbinyck I'JI® /

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Peanu’c JlaGoparopuc Jlta., Uunus,
ITpousBoacTBeHHOE Nozpa3fiesenue-6, Bunnamwk Kxoss,
Hanarapx Poya, banay, Conan JIMCTpHKT, X.II. 173205,
Unnus (JTuuenszus 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 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/
IIpumeuanne: [IponyKT cooTBETCTBYET Tpedosanuam HJT

Conclusion : APPROVED /
3axumouenne: OJIOBPEHO

Hara: 29.11.2023

Jara: 29.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
ToarorosneHo: Pravesh Rana Ilposepeno:; Santosh Kumar Ono6peno: Menemxkep / PykosoauTtens

Maurya Manoj Kumar &M
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: .85195AP1984PLC004507
www.drreddys.com




Formudation Uit
Dr. Reddy s ’. ql «hol, Wais ;r. ik Road, Rl
Diste, Solan, H.P, 173 205, INDiA
CERTIFICATE OF ANALYSIS Tal : =81 82165 56001-G2
CEPTU®UKAT AHAJIM3A PG TEdaysCn

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoaykr: Haii3® Akrusrenb (HUMeCyJIMa) reflb AJs HapyXKHOro npuMeHenns, 1 %, 50 r

Market / PbiHoK : Russia / Poccus

Batch No. / . V230896 Batch Quantity / . 23224.00 units /

Cepusi Ne ) Pasmep cepun " 23224.00 eaunui
Analytical Repovrt No./ . 040002291657 Date of Analysis / . 29.11.2023
AHajanTuyeckuii oTyer Ne JlaTa aHaau3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npou3BOACTBA I'onen oo

Mifg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JIMIEH31s1 Ne

Analysis performed according ND / Anasiuz nposened mo HJI: JIXI-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JIII-Ne(001336)-(PI'-RU) ot 25.10.2022

-Page6of6/Crp. 6136

3aK/II0YeHHe 0 COOTBeTCTBHH: «HacTOSIIMM S MOATBEPIKAAIO, YTO IPUBEACHHAS BhIlle HHGOPMAIHS ABIAETCS
JOCTOBEPHOM M TOYHOM. DTa cepust MPOAYKIHMH IIPOM3BENECHA (BKIIOYAs YNAKOBKY (MapKMPOBKY) M KOHTpOJb
KA4ecTBA) HA BHINIEYKA3aHHON MPOM3BOJCTBEHHOM IUIOMaAKe (IUIOMIAfKax) B IIOJHOM COOTBETCTBUH C
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeOOBaHUAMH KOHTPOIS KadecTBa JIEKAPCTBEHHBIX
CPENCTB, a TAKXKE B COOTBETCTBUH CO CHELUPHUKAIMIME, COAEPXKAIMUMUCS B PETHCTPAIMOHHOM [(0ChE CTPAHBI-
HMIIOpTepa. 3alMCH 1O MPOU3BOACTBY, YIAKOBKE M aHAIM3y IPOBEPEHHI, M YCTAHOBJIIEHO WX COOTBETCTBHE
Tpe6GoBanmsM [IpaBui Hauexarne Ipou3BOICTBEHHOM IPaKTHKH EBpasuicKOro SKOHOMUYECKOTO COX03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusm HJI 3axmwoyenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh Rana [Mpoeepeno: Santosh Kumar Ono6peHo: Menemxep / Pykosoaurennb

i Maurya Manoj Kumar

4 -2

Reprint Date / Reprint Date / Reprint Date /
Hara: 29.11.2023 Jara: 29.11.2023 Jara: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLC0O04507
www.drreddys.com



