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Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIH3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Tpoayxr: Haii3® AxTuBrens (HUMECYI) reflb Al HAPY/AHOTO MPHMEHEHHA, 19%,100r

Market / PbIHOK

: Russia / Poccns

auueH3us Ne

Batch No. / . Batch Quantity / _ 11881.00 units /

Cepus Ne F V240867 Pazmep cepun * 11881.00enuHHuIL
Analytical Repovrt No./ . 040002776093 Date of Analysis / . 30.12.2024
AHaauTHYecKHii oTyeT No JlaTa ana/usa

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

JlaTa npou3BoACTBa Togen 10

Mfg. License No. /

IMpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIT-Ne(001336)-(PI™-RU)

Analysis performed according ND / Ananus nposenen no HL: JHT-Ne(001336)-(PI'-RU)-251022

Page 1 of 5/ Crp. 1 u3 5

No/
Ne

Test / Ilokazarenn

Result / Pe3yJsbTart

Specification / Hopma

[T Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OaHOpOAHBIA  MpO3paqHbIA  renb
6J1e/{HO-KENTOro [BETa c
XapaKTepPHbIM 3aIaxXOM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpOAHBI TMpPO3payHbll  reflb  OT
HeclBETHOrO 0 OJETHO-XKENTOro UBeTa
C XapaKTEpHBIM 3aI1axXoM

2. Identification / HnenTuduxkanus

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) / Bpemsa yneprxuBaHus
OCHOBHOTO ITMKa HAa XpomaTorpaMmme

HCTBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATH BpEMEHH
yIOEPKUBaHHS OCHOBHOIO [HMKa Ha
XpoMaTorpaMMe pactBopa
cranjapTiioro o0pasua  HHUMecYJIHAa
(paznen «Konu4ecTBEHHOE
oTpe/ieNIeHUe»)

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorsercryeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmwouenune: OJOBPEHO

Hata: 30.12.2024

Hara: 30.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh Kumar [Mpoeepeno: Pawan Kumar Ono6peno: Menemxkep / Pyxkosonutesis
Maurya Qk Rf Pavan Kumar Sharma [ ——=

.-)——— = = — Ilu- =
Reprint Date / Reprint Date / ' Reprint Date /

Tara: 30.12.2024




Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haiis® Axrusrens (HHMECYNHIL) Tellb I/ HAPYIKHOTO MPHMEHEH A, 1%.100r

Market / PoiHOK

: Russia / Poccus

Batch No. / . V240867 Batch Quantity / . 11881.00 units /

Cepusi Ne ) Pasmep cepun * 11881.00equnun
Analytical Repovrt No./ . 040002776093 Da’te of Analysis / . 30.12.2024
AHanuTH4YECKHIl oTueT Ne JlaTa ananusa

Date of Manufacture / . 122024 Date of Expiry / . 11/2026

JlaTa npon3BoOACTBA I'opeH 10

Mfg. License No. /

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

Analysis performed according ND / Ananus nposesaer no HJL: JITI-Ne(001336)-(PT'-RU)-251022

Page2 of 5/Crp. 2u3 S

b) UV spectrophotometry /
Y®-cniexktpodoTo METPHS

Complies as prescribed
CooTBeTCTBYET TPEOOBAHUAM

/ | UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnekrp
TIOTJIOLIEHHS HMCOBITYEMOro  pacTBopa
JIOJIKEH UMETh MAaKCHMYM ITOTJIOMIEHHS
npu 397+5 HM

' 3. | Weight of package contents / 101g/101r According to Rus. Ph. / B cooTsetcTBUM
Macca coaepKuMoro ¢ Tpeboranuamu 'O PO
YNAKOBKH
4. | pH 3.28 2.5t04.5/0t12,50104,5

5. | Viscosity / BazkocTe

956 centipoise /
956 canTumnyas

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

6. | Impurities / IIpumecn

i. | Impurity C/
IMpumecs C
ii. | Impurity D/
ITpumecs D

1. | Any other inputity /
JTiobas npyras npumech

iv. | Total impurities /
Cymma npumecen

Not detected / He oOHapy:keHa

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 %

Mot moro than 0.50 % /
He 6onee 0,50 %

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

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoayKT cooTBeTCTBYET Tpebopanusm H/L

Conclusion : APPROVED /
3aknwdenne: OJOBPEHO

Prepared by /
IMoxroroeneno: Santosh Kumar
Maurya '

f\
)9
=

Checked by /
ITpoeepeHo: Pawan Kumar

i

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykooautens

Pavan Kumar Sharma ..~ ~
%

Reprint Date /
Jara: 30.12.2024

Reprint Date /
Jara: 30.12.2024

Reprint Date /
JHata: 30.12.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Tponykr: Haii3® AkTuBrenn (HUMECYUH) Feib AA HAPY/KHOTO NPUMEHCHIA, 1%, 100r

Market / PbiHOK

: Russia / Poccns

Batch No. / . V240867 Batch Quantity / . 11881.00 units /

Cepusi Ne ) Pasmep cepuu " 11881.00exuBHULL
Analytical RepOj‘t No./ . 040002776093 Date of Analysis / . 30.12.2024
AHanuTnueckuii oTyer No Jlara aHaau3a

Date of Manufacture / . 12/2024 Date of Expiry / . 112026

Jlata npou3BoacTea Togen go

Mfg. License No. /

[Ipou3BoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PI'-RU)
Jauuensust Ne

|Analysis performed according ND / AHaau3 nposeaen no HL: JITT-Ne(001336)-(PT'-RU)-251022

Page3 of 5/ Crp. 3 u3 5

7. | Microbial purity* / MuakpoGuoornyeckas 48crora®

i. |Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ O61uee yncio aspoOHbIX He 6onee 100 KOE/r
MHMKpPOOPraHU3MOB

ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g  /
mould count / Obmee uncio He 6onee 10 KOE/r
APOMOKEBBIX M TINIECHEBBIX
rpuboB

iil. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyTtctBUe B 1 T

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

8. | Assay/KoymmdyecTBennoe onpeaesienue

Nimesulide /
Humecynun

9.88 mg/ 9.88 mr
(98.8 %)

9.0 mg to 11.0 mg of Ci13H12N20OsS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Ot 9,0 mr o 11,0 mr Ci3H12N2OsS
(ammecynua) (ot 90,0 % 10 110,0 % ot
HOMHMHAJIBHOTO COJIep>KaHus) B 1 I rens

Remarks : The Product conforms to ND/

Hpumeyanne: [IpolyKT COOTBETCTBYET Tpebopanuam HJL

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

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

[Moarorossexo: Santosh Kum [TpoeepeHo: Pawan Kumar Onobpeno: Menemxep / Pyxkosoaurens

Maurya % Pavan Kumar Sharma -~ —
il LKL L=

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2024 Jata: 30.12.2024 JMara: 30.12.2024
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haiis® Akrisrens (HUMECYNUI) TeNb NS HAPYKHOTO MpHMEHEHNA, 1 %, 100 T

Market / Phinok : Russia / Pocenst

Batch No. / . V240867 Batch Quantity / . 11881.00 units /

Cepust Ne ' Pazmep cepun © 11881.00¢aunnn
Analytical Repovrt No./ . 040002776093 Datfa of Analysis / . 30.12.2024
AHanuTHYEcKHii oTueT No Jara anaamnsa

Date of Manufacture / . 12/2024 Date of Expiry / . 112026

Jata npon3soacTea T'oneH no

Mfg. License No. / _

IIpon3BoacCTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
aunuensusa Ne

Analysis performed according ND / Ananus nposenes no HJI: JITT-Ne(001336)-(PT'-RU)-251022

Page4 of 5/ Crp. 413 5
90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C:HsOS
(mumeTuncynshoKcHn) oT
HOMHHAJIHOTO COEp>KaHUsA

9. | Dimethyl sulfoxide / 101.4 %

JuMernncyabdorcua

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
NaMHUHMPOBAHHOTO ATIOMHHMS, CHabXEHHYIO MeMOpaHOW Ul KOHTpOJIS
nepBoro BCKpbITHA. Kaxkayto TyOy BMeCTe ¢ MHCTPYKUHMEH MO0 MEAULIMHCKOMY
NPUMEHEHHUIO NIOMEILAIOT B Ha4YKy KapTOHHYIO.

10. | Package / YnakoBka

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*Tloka3aTeab MOXKET OTCYTCTBOBAThL B cepTHHKATe aHAMH3a npousBoauTed. IlpousBoaurens
rapaHTHPyeT Ka4ecTBO Mpenapara no 3THM MOKa3aTesiM.

API name (INN) / HanmeHoBanue ADC

(VMHH): Nimesulide / Humecynmin

API manufacturer batch number /
Homep cepun npounssogureasa ADC:

NMS/14100699

FP Manufacturer API Batch number /
Homep cepHM cyOCTAHIHH NPOH3BOAHTEJIS
1JIP:

FERA00619

API Manufactured by & country /
IIpouspoanteas A®C, crpana:

Aarti Drugs Ltd., India /
Aapru [parc JItn., Maons

Remarks : The Product conforms to ND/

Ipumeuanue: [IpoxykT cooTBeTcTBYET TpeboBaHusM H/J

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by /

Maurya

IMToarorosmeHo: Santosh Kurlljl%

—

Checked by /
IMposepeno: Pawan Kumar

s

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoeoauTtens
Pavan Kumar Sharma < ,.——— —

"

Reprint Date /
Jarta: 30.12.2024

Reprint Date /
Hara: 30.12.2024

Reprint Date /
Hara: 30.12.2024
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
INpoayir: Haiis® AKTHBresIb (HIMECYIIIL) Teflb TS HAPYAHOrO NpuMenenns, 1 %, 100 r

Market / PbIHOK : Russia / Poccus

Batch No. / BT Batch Quantity / _ 11881.00 units / R
Cepusi No ) Pasmep cepuu * 11881.00exunun

Analytical Repourt Neo./ . 040002776093 Da‘t_e of Analysis / . 30.12.2024

AuanuTHueckdit oTuer Ne Jara ananuza

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

Jarta npon3BoacTBa Topen no

Mfg. License No. /

IMpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
AnueHsus Ne

Analysis performed according ND / Ananus nposeaen no HJ: JIIT-Ne(001336)-(PT-RU)-251022
PageSof 5/ Crp. 5u3 5

Name, addrtess, a.uthorlzatlon 1.\10 fox 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) /
Eﬁ:ﬂ“:aeﬂzﬁaz:el’l;igi;:izot;p — J-p Penau’c Jlaboparopuc JIta., Mnaus, IlpoussoacTeenHoe

AixcH, ocy = noapasaenenue-6, Buniamwk Kxone, Hanarapx Poyn, banau,
MPOH3BO/ICTBO/KOHTPOE KAHECTBA/BLINYCK Conan Juctpukr, X.I1. 173205, Uaaua (JIuuensusa Ne
b 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».

3akI049enne 0 cooTBercTBHH: «HacTosmuM 5 IOATBEPKIAI0, YTO IIPUBEACHHAS BIIE HHOOPMALHS SABIISIETCS
JIOCTOBEpHOM M TOYHON. DTa cepHsi MPONYKIUK [POHM3BeNeHa (BKIIOUAs YNAKOBKY (MAapKHPOBKY) M KOHTPONb
Ka4ecTBa) HA BEINICYKA3aHHOM IPOM3BOJACTBEHHON IUTomanke (IUIOIAnKax) B IOJNHOM COOTBETCTBHH C
TpeGoBaHHAME [IpaBii HajeXamedl IPOU3BOACTBEHHOM pakTHK EBpasuiickoro skoHoMUdecKoro coosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeOOBaHHAMM KOHTPOJS KadecTBa JIEKApCTBEHHBIX
CPElCTB, a TAKXKE B COOTBETCTBHHU CO CHEUH(HKAIMAMHE, COIEPKAIIUMUCS B PETHCTPAIIMOHHOM N0ChE CTpaHbI-
HMIIOpTepa. 3aliCH [0 TPOU3BOJCTBY, YIAKOBKE M AHANW3Yy ITPOBEPEHBI, W YCTAHOBICHO MX COOTBETCTBUC
TpeboBanuam [IpaBuil HajIexallel MPOu3BOCTBEHHOM NPAKTUKN EBpasHiicKOro 5KOHOMHIECKOTO COXO3ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanne: IIpogyKT cOOTBETCTBYET Tpebobanuam HJ 3axmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santosh Kur [Mpoeepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoauTenb
Maurya E{ % Pavan Kumar Sharma ) -~ —
A fo
Reprint Date / Reprint Date / Reprint Date /
Jarta: 30.12.2024 Jata: 30.12.2024 Hara: 30.12.2024
Registeied Office: 5-2-237, Road Me. 3, Banjara Hilts, Hyderabad - 5000234, Telanazna, India
Tals 497 20 4900 2000, Fax: +91 40 4900 2929, Email: mail& direddys.com

CIN: LE5IB5AP1924PLCU0007

waway dreddys.cami




