Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Pagelof 7/Crp. 1 u37

Product/ Ketorol gel for external use 2 %

IIponykTt Ketopon®, renb Ui HapyxHOTO npiMeHenus 2 %

LI Russia / Poccus

Pruinok

Batch No/ : V240808 Batch Quantity / : 18953.000 units /
Cepns No Pasmep cepun 18953.000 egnHUL
Analytical Report No / : 040002733972 Date of Analysis / : 30.11.2024
AHaJnTHUYECKHI oT4eT Ne Jlara ananusa

Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026

JlaTa nNpoH3BOACTBA TI'ogen 1o (BKJ1.)

Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PI"-
TpousBoacTBeHHAs! THUEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Anaaus nposeaen mo HJL: JIN-Ne(001119)-(PI'-RU)-210623

No

1 | Description / Onucanue

Test / IlokazaTeJb Result / PesyabTaThl

Homogeneous semi-transparent gel
with characteristic odor /
OnHOPOIHBIA MONYNPO3PaUHLI renb
C XapaKTEePHBIM 3aITaXOM.

Homogeneous transparent or semi-

Specification / Hopma

transparent gel with characteristic odor /
OnHOpOoaHBIM NIPO3paYyHbINd UK
MOJYNPO3PavyHbIi TeJlb ¢ XapaKTEPHBIM
3arnaxom.

Identification / I/IueHTud)uKaumi

Ketorolac tromethamine /
Keroponaka TpoMeTaMuH

Complies as prescribed /
CooTBETCTBYET

The retention time of the main peak in the
chromatogram of test solution should
correspond to that in the chromatogram
of Kketorolac tromethamine reference |
standard solution (Assay section). /|
Bpems ynep>KMBaHUsS OCHOBHOIO MHKa
Ha  XpOMaTorpamMMe  HCIBITYEMOTO |
pacTBopa JODKHO  COOTBETCTBOBAThb
BPEMEHH YIEP>KUBAHHS OCHOBHOTO IMHKa
Ha XpoMmarorpamme pacTBopa
crampapTHoro  ofpasua  KeTopoJaka
TPOMCTaMHHa (pasmen
«KonnyecTBeHHOE OTPEAETIEHUE)

Remarks : The Product conforms to ND /
IMpumeuanue: [IpOAYKT COOTBETCTRYET Tpebosanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

[Noarortorneno: Pardeep Kumar

Checked by /
[Tposepeno: Pawan Kumar

N N

Approved by: Manager / Executive /
OnoGpeno: Menemxep / Pykosoautenb
Pavan Kumar Sharma

__'i_,—-—'—’_/

B e

Reprint Date /

Harta: 30.11.2024

Reprint Date /
Hara: 30.11.2024

Reprint Date /
Hata: 30.11.2024




Dr.Reddy’s Qf

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A
Page20of 7/ Ctp. 213 7
Product/ : Ketorol gel for external use 2 %
IIpoaykTt Ketopon®, ress anst Hapy>KHOTO NpUMeHeHH s 2 %
VEatek e Russia / Poccus
PblHOK
Batch No / 1 V240808 Batch Quantity / : 18953.000 units /
Cepust No Pasmep cepum 18953.000 enviHmL
Analytical Report No / 1 040002733972 Date of Analysis / : 30.11.2024
AHaJuTHYecKnii oTyer Ne HaTa aHanau3a
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTta npou3BoacTBa Toaen no (BKJ1.)
Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PT-
IpousBoacTBEHHAS JIHLIEH3US Homep PY RU)
No
Analysis performed according to ND / Ananus nposenes mo HJL: JITI-Ne(001119)-(PI -RU)-210623
Ne | Test / IlokazaTennb Result / PesynasTarsl Specification / Hopma
2b | Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl
benzoate and sodium propyl CoOTBETCTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate peak in the

parahydroxybenzoate /

‘ MeTunmnaparuipokcHoeH30aT
HATPUS ¥ IPONUINTAParHAPOKCH-
6eH30aT HAaTpUA

chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation (Assay
section). / Bpemena ylepxuBaHus
OCHOBHBIX MUKOB Ha XpOMaTorpamMe
HCOBITYEMOI'0  pacTBopa  AOJDKHBI
COOTBETCTBOBATh BpeMeHaM
VOEp)KUBaHUsL OCHOBHBIX IIMKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
o6pa3zlos MeTUNNaparuapokcudbensoara

pH BoaHoit cycnensuu

n MpONUNIIapariApoKcHOeH30aTa.
(pasmen «KonuuecTeeHHOE
OMpEaeIEHUE)

3 WZ:ighTof package content / 50.6g/50.6T Should correspond to the requirements / "
Macea conepmnmor o B cooTncTcTBIHE ¢ TPeOODATIIMH.
YNaKOBKHU

4 |pH (ﬂqueous suspension / 6.5 6.0—-7.8/016,0 107,8 a

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeuanue: [poaykt coorBeTcTBYET TpeboBanusam HJL 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[lonrorosnero: Pardeep Kumar ITpoepeno: Pawan Kumar Onobpeno: Meremxep / PykiBotiTesb

f Pavan Kumar Sharma =0

S— 47 - ’_L’_.,_/—-""".‘—

Reprint Date / Reprint Date / Reprint Date /
Hata: 30.11.2024 Hata: 30.11.2024 IHara: 30.11.2024




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Page3of 7/ Ctp.3u3 7

Product/ Ketorol gel for external use 2 %

IMpoaykr Ketopoa®, rejib [15 HapyKHOro npimenens 2 %

i L Russia / Poccus

Poinok

Batch No / 1 V240808 Batch Quantity / : 18953.000 units /
Cepus Ne Pazmep cepun 18953.000 enuHuL
Analytical Report No / : 040002733972 Date of Analysis / : 30.11.2024
AHasuTHYeckuii oTuer No JlaTa ananusa

Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026

JlaTa npou3BOACTBA I'oaen o (BKJ.)

Mfg. License No. / : MNB/05/263 MA number / : JITI-Ne(001119)-(PT-
IIpon3BoaAcTBEHHAS THLUEH3HUS Homep PY RU)

Ne

Analysis performed according to ND / Anaaus nposenes no H/L: JIN-Ne(001119)-(PI'-RU)-210623

Ne | Test / [Moka3aTennb

Result / PesyabTars!

| Specification / Hopma

5 | Viscosity / BaskocTb
|

8.4 poise / 8.4 nyas

| Between 5 and 12 poise /
:IOT 5 no 12 nyas

6 |Related substances / [Ipumecn

| Ketorolac 1-keto analogue /
1-KeToaHalor KeToponaka

Ketorolac 1-hydroxy analogue /
1-ruOpOKCHAHANOr KEeTOPOJIaKa

Any single unidentified
impurity/ Eaunudnas
HeUACHTU(HIMPOBaHHAS
npuMech

Total impurities / Cymma
npuMecei

0.0278%

Below LOQ (LOQ = 0.020 %) /
Hipke npesena KOTHYECTBEHHOTO
onpenenenus (ITKO = 0.020 %)

0.04%

0.1%

Not more than 1.0 % /He Gonee 1,0 %

Not more than 0.5 % / He Gomnee 0,5 %

Not more than 1.0 % / He 6osiee 1,0 %

Not more than 3.0 % / He 6omnee 3,0 %

7 | Microbial limits / MukpoOHo/ioruyeckast Yucrora

Remarks : The Product conforms to ND /
Ilpimeuanne: IIponykT cooTBETCTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akarwyenue: OJJOBPEHO

Prepared by /
IMoarotosneHo: Pardeep Kumar

Checked by /
ITposepeno: Pawan Kumar

_43

Approved by: Manager / Executive /
Onobpeno: Menemxep / Py%(éaomnenb
Pavan Kumar Sharma ¢~ ~

="

E—

Reprint Date /
Jara: 30.11.2024

Reprint Date /
Iara: 30.11.2024

Reprint Date /
Jata: 30.11.2024




S
Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Page4 of 7/Crp. 4 13 7

Product / Ketorol gel for external use 2 %

Ilpoaykr Ketopon®, refib wist HAPYKHOTO MpHUMEHEHHUs 2 %

WL Russia / Poccus

Poinok

Batch No / 1 V240808 Batch Quantity / : 18953.000 units /
Cepust Ne Pasmep cepuu 18953.000 eguHumL
Analytical Report No / : 040002733972 Date of Analysis / : 30.11.2024
AHalUTHYECKHIT oTYeT No JlaTa ananu3za

Date of Manufacture / : 1172024 Date of Expiry / : 10/2026

JlaTa npon3BoAcTBa TI'oaen g0 (BKIL)

Mfg. License No. / : MNB/05/263 MA number / : JI[1-Ne(001119)-(PT-
Tpou3BOACTBEHHAS JIHUEH3HS Homep PY RU)

No

Analysis performed according to ND / Ananus nposeaen no H/I: JII1-Ne(001119)-(PT'-RU)-210623

No Test / Iloka3aTesib

| Total aerobic microbial count /
O61iee uucio aspoGHBIX
MHKpPOOpPTraHU3MOB

| Total combined yeast and
molds count / Obuiee
YHCIIO APOKIKEBBIX H
TieCHEBBIX TpuOOB

Pseudomonas aeruginosa

Staphylococcus aureus

8 | Assay/KonuuecTBeHHOe onpeleneHue:

Result / PesyabTaThi

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Absent in 1 g/ OTcyTcTBYET B IT
Absent in 1 g/ OtcyTcTBYET B 1T

Specification / Hopma |

* Not more than 102 CFU/g / o _"
|

[

He 6onee 10> KOE/r

| Not more than 10! CFU/g /
| He 6onee 10 KOE/r

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OtcyTcTBHE B 1T

NLT 85% and NMT 115% of the|

Ethanol / DtaHon 100.1%
labeled amount /
Or 85 mo 115% or 3adBIEHHOrO
KOJIMYECTBA
Dimethyl sulfoxide / 103.7% NLT 90% and NMT 110% of the
JIuMeTHIICYTbQOKCHT labeled amount / Ot 90 nmo 110 % ot
3asBJIEHHOTO KOJIMYECTBA
Sodium methyl parahydroxy- 97.1% NLT 90% and NMT 110% of the
benzoate / Metunnapa- labeled amount / Ot 90 mo 110 % ot
THAPOKCUOEH30aT HATPHA 3asBJIEHHOTO KOJNIUUECTBA

Remarks : The Product conforms to ND /
IMpumeuanne: IpoaykT coorBeTcTByeT TpeboBanusam HJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Pardeep Kumar ITposepeno: Pawan Kumar
; )

Approved by: Manager / Executive /
Onobpeno: MeHemxkep / PykoBoautenb

Pavan Kumar Sharma i:”/,/
|

e

Reprint Date /
Jara: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Reprint Date /
Hata: 30.11.2024
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Dr.Reddy’s ".

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page5of 7/Ctp. 5u3 7

Product/ : Ketorol gel for external use 2 %

IpoayKT Keropon®, reip s Hapy:KHOTO npuMenenus 2 %

i Sl Russia / Poccus

PbIHOK

Batch No / : V240808 Batch Quantity / : 18953.000 units /
Cepna No Pa3mep cepun 18953.000 ennHmu
Analytical Report No / : 040002733972 Date of Analysis / : 30.11.2024
AHANUTHYECKHUI oTUeT No JlaTta ananusa

Date of Manufacture / : 1172024 Date of Expiry / : 10/2026

JlaTa nponsBojacTsa I'onen 10 (BKJL.)

Mfg. License No. / : MNB/05/263 MA number / + JIIT-Ne(001119)-(PT-
IIpou3BOACTBEHHAS JTHLEH3NS Homep PY RU)

Ne

Analysis performed according to ND / Ananus npoenen mo HJL: JIN-Ne(001119)-(PT-RU)-210623

Ne Test / [Tokazarennb Result / PesyabTarsi Specification / Hopma
Sodium propyl parahydroxy- 100.3 % NLT 90% and NMT 110% of the
benzoate / [Iponunnapa- labeled amount / Ot 90 mo 110 % ot
THAPOKCHOEH30aT HaTPHA 3aABJIEHHOTO KOJM4ECTBA
|
Ketorolac tromethamine / 102.5 % NLT 90 % and NMT 110 % of the
Keroponaka TpomeTaMuH labeled amount / Ot 90 g0 110 % ot
3aABJICHHOTO KOJHYECTBa
9 | Package/ Onucanue 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
!yl‘laKOBKH tube together with patient information leaflet in a carton. / [To 50 r B TyOy u3

| JTaMHHAPOBAHHOTO ANIOMMHHS, CHabXKeHHy!o MeMOpaHoH [Ji1 KOHTPOJ
MepBoro Bekpbitusa. ITo 1 TyGe BMecTe ¢ MHCTPYKUMEH 10 MeIULHHCKOMY
’ DpPUMEHEHHIO (JIMCTKOM-BKIA/BIIIEM) B IAUYKY KAPTOHHYIO.

API name / Haumenopanue A®C: Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH: Ketorolac / KeToponak

API manufacturer batch number /
Howmep cepun npoussogutenst ADC:

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIMH FERA00478
npousBoautens I'JID:

ABRHO007646

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tpumeuanne: [TpofyKT cooTeTcTBYET Tpebopanmsam HJ Zakmwyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroroeneno: Pardeep Kumar [Tposepeno: Pawan Kumar Onobpeno: Menemxep / Pykbsonurenb

[) ) Sz‘/ Pavan Kumar Sharma ;/_.
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.11.2024 JaTta: 30.11.2024 Hara: 30.11.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 6 of 7/ CTp. 6 13 7

Product / Ketorol gel for external use 2 %

Ipoaykr Ketopon®, rens [ Hapy:KHOTO NpUMeHeHus 2 %o

RlAnkeL Russia / Poccus

Prinok

Batch No / 1 V240808 Batch Quantity / : 18953.000 units /
Cepusi Ne Pazmep cepuu 18953.000 eaunun
Analytical Report No / : 040002733972 Date of Analysis / : 30.11.2024
AHaauTHYecKUi oTyeT No JlaTa ananusa

Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2026

JlaTa npou3BOACTBA TI'open no (BkJI.)

Mfg. License No. / : MNNB/05/263 MA number / : JITT-Ne(001119)-(PT"-
Ipou3BOACTBEHHAS JTHLEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Anasin3 nposeaeH no HJI: JITI-Ne(001119)-(PI'-RU)-210623

API Manufactured by & country /
Iponseoaurens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India / I-p Pemnu'c Jlaboparopus JIta, Mnaus

Name, address, authorization No for

FP manufacturing site / Control site /
| Release site /

HaumeHoBaHHe, apec, STULIEH3NA A5l

IMpousBoacTBeHHAs MJoAaaKa /

IInomanka KOHTPOJIA KayecTBa /

Tlnowanka Beinycka

I; Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
I-p Peanu’c Jlabopatopuc Jita., Unnus, IlpoussoacTeeHHoe

nonpasaencuue-6, Bunn. Kxons, Hanarapx Poyn, Banan, Juctpukt Conan,

X.I1., 173205, Uuausa (nuiiensus Homep MNB/05/263)

Remarks : The Product conforms to ND /

Conclusion : APPROVED /
3aknrouenne: OJOBPEHO

Ipumeuanue: [IpoAyKT cooTBEeTCTBYET TpebopaHam HJT

Prepared by / Checked by /
[Toarorosneno: Pardeep Kumar [Tporepeno: Pawan Kumar

Approved by: Manager / Executive /
Onobpeno: Menenxep / PykoBoautens
Pavan Kumar Sharma =

A
(_f-p s

e

Reprint Date / 7/
JHara: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Reprint Date /
Hara: 30.11.2024
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Dr.Reddy’s ".

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page 70f 7/Crp. 7u3 7

Product / :  Ketorol gel for external use 2 %

Mpoayxr KeTopon®, renb i HapyiKHOTO npiveHenns 2 %

Marketl Russia / Poccus

Prinok

Batch No / : V240808 Batch Quantity / : 18953.000 units /
Cepus Ne Pa3zmep cepun 18953.000 eanamL
Analytical Report No / : 040002733972 Date of Analysis / : 30.11.2024
AHanuTnyeckuii oruer Ne JlaTta ananusa

Date of Manufacture / 1 1172024 Date of Expiry / : 10/2026

JaTta nmpon3BoicTBa T'ogen a0 (BK.)

Mifg. License No. / : MNB/05/263 MA number / : JITI-Ne(001119)-(PI'-
TpouseoacTBEHHAs! THUEH3HUS Homep PY RU)

Ne

Analysis performed according to ND / AHann3 nposenet 1no HIT: JITT-Ne(001119)-(PI-RU)-210623

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 Furasian 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».

3ak/oueHHe 0 COOTBeTcTBHH: «HacTOSIMM 5 MOATBEP)KAAIO, YTO MPHBENEHHAs Bbile HHOOpPMaLKs
ABASETCS JOCTOBEPHOH M TOUHOW. DTa cepys NPOAYKLMH MPOM3BEACHA (BKIFOUAs YTAKOBKY (MapKHpOBKY) M
KOHTPOJTb Ka4eCTBa) Ha BbILIEyKa3aHHOH MPON3BOCTBEHHOH ITOMIA/IKE (Tmowaaxax) B MOJTHOM COOTBETCTBHH
¢ TpeGoBanuamu [TpaBun Hazexallel NPOU3BOICTBEHHOH NPAaKTHKKH EBPasHHCKOro SKOHOMHIHECKOro Colo3a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) 1 TpeOOBaHUAMH KOHTPOJIS Ka4eCTBa JICKapCTBEHHBIX
CPEJCTB, a TAKXKE B COOTBETCTBUH €O CMELMPHUKALMAMH, COACPKAIUMMHUCS B PETHCTPALMOHHOM J0CHE CTpaHbl-
UMIIOpTepa. 3aMMcH Mo NPOM3BOACTBY, YNAKOBKE W aHANM3Y MPOBEPEHbI, M YCTAHOBNCHO WX COOTBETCTBHC
TpeGoBanmam [Tpasun HajUlexaulei IPOM3BOJICTBEHHOM NPaKTHK EBpasniickoro skKOHOMAHECKOTO COKO3aN.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
HMpumeuanne: [Tpoaykr cootsercTayeT Tpedopanusam HJT 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: Pardecp Kumar [Mpogepeno: Pawan Kumar Opo6peno: Menejokep / PYKOBOIUTEb
Oj/ ) o) Pavan Kumar Sharma L-'(_,. —

— _/_1 /
Reprint Date / Reprint Date/ ' Reprint Date /
Hara: 30.11.2024 Hata: 30.11.2024 IMara: 30.11.2024




