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Jlata npou3BoACTBA

Product / Ketorol gel for external use 2 %

ITpopykTt Ketopoa®, resib 1ist HApYKHOTO NpUMEHEHHUs 2 %

Batch No / 1 V230940 Batch Quantity / : 19361.000 units /
Cepusi Ne Pasmep cepun 19361.000 eaunun
Analytical Report No / : 040002323010 Date of Analysis / : 11.12.2023
AHaxMTHYecKHii oTueT No Jara ananusa

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

I'ogen a0 (BKJL.)

Analysis performed according to ND / Ananus nposeaen mo HJI: JIITI-Ne(001119)-(PT-RU)-110822

Ne Test / [Toka3zaTenb

Result / PesynbTaTsl

Specification / Hopma

1- | Description / Onucanne

Homogeneous semi-transparent gel
with characteristic odor /
OIHOPOHBINM NONYNPO3pPaYHbIH Telb
C XapaKTepHBIM 3aI1axoM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OmHOPOAHBIH TPO3PAaYHbIH WK
TIOJTYPO3payHblii reib ¢ XapaKTePHbIM
3anaxoM.

2 |Identification / UaenTndukanus

Ketorolac tromethamine /
Keroponaka TpomMeTaMuH

2a

Complies as prescribed /
CooOTBeTCTBYET

The retention time of the main peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpewms
yaepXKUBaHMsi OCHOBHOrO INHKa Ha
XpOMaTOrpamMMe UCIBITYEMOro pacTBOpa
JIOJDKHO ~ COOTBETCTBOBAThH  BPEMEHH
yIOEepXUBAaHUS OCHOBHOIO TMNMUKa Ha
XpOMaTorpaMMme pacTBopa CTaHIApTHOTO
o0pasua Kkeroponaka TpOMETaMHHa

Remarks : The Product conforms to ND /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM H]J

Conclusion : APPROVED /
3aknwyenue: OAOBPEHO

Hara: 11.12.2023

Hara: 11.12.2023

Prepared by / /) Checked by / Approved by: Manager / Executive /
[TonrotToBneHo: ,/ [MposepeHo: Santosh Kumar OnobpeHo: Menemxkep / Pykoroanteib
Pravesh Rana i Maurya ‘, Manoj Kumar ’ y 'ﬂ

. Reprint Date / Reprint Date / Reprint Date /

Jara: 11.12.2023

isterey] Office: 8

. Aoad No. 3, Banjara Hills, Hyusratad

i - 500024, Teiangana, india
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Product / Ketorol gel for external use 2 %

IpoayxT KeTtopon®, rejib 15 HapyXHOTO MpUMEHEHUA 2 %o

Batch No / 1 V230940 Batch Quantity / : 19361.000 units /
Cepus Ne Pasmep cepuu 19361.000 equnuy
Analytical Report No / : 040002323010 Date of Analysis / : 11.12.2023
AHaJUTHYECKHI oTueT Ne JlaTa aHanu3za

Date of Manufacture / 1 11/2023 Date of Expiry/ : 10/2025

JlaTa npou3BoacTBa ToaeH ao (BKJIL.)

Analysis performed according to ND / Anaau3s npoeenes no HJI: JITT-Ne(001119)-(PI-RU)-110822

Ne Test / [Toxa3aTennb Result / PesynabTaTbl 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 / parahydroxybenzoate peak in the
MeTunnaparufpokcudeHzoar chromatogram of the sample preparation
HaTpUs U NPONUINaparuapoKCu- corresponds to that in the chromatogram
feHszoar HaTpuUs of the standard preparation under assay /

BpemeHna  yoepKHBaHMS  OCHOBHBIX
MHUKOB Ha XpOMaTorpaMMe UCIBITYEMOro
pacTBopa JOJDKHBl  COOTBETCTBOBAaTb
BpEMEHAM  YACPKMBAHUA  OCHOBHBIX
NMKOB HAa XpOMarorpaMme pacTBopa
CTaHJapTHBIX o0OpasLoB
MeTHJINnaparuapoKcHoeH30aTa U
NpONUINAPAruAPOKCHOEH30aTA.

3 | Weight of package content / 51.0g/510r In according to EAEU Ph. or Rus. Ph. /
Macca conepKumMoro B COOTBETCTBUH C TpeOOBaHUSIMU
YIIAKOBKH DOEADC unu ['® PD.

4 | pH of aqueous suspension / 6.3 6.0-7.8/0T16,0 no 7,8
pH BoaHoi# cycniensnun

5 | Viscosity / Bsaskoctb 7.161 poise / 7.161 nya3 Between 5 and 12 poise /

Ot 5 mo 12 myas

() Related substances / PoacTBeHHBIE NpUMeECH
Ketorolac 1-keto analogue / Below LOQ (LOQ = 0.020 %) / Huxe
1-keToananor Keroposnaka npenena KoauuecTsenHoro onpencienus | Not more than 1.0 % /He Gonee 1,0 %

(ITKO = 0.020%)
Below LOQ (LOQ = 0.020 %) / Huxe
Ketorolac 1-hydroxy analogue / . . .
1-FBIPOKCHAHATIOR KETOPOIAKa npenena Kozg‘ggiegz% ‘f%o)ﬂpbﬂeﬂe**”” Not more than 0.5 % / He 6onee 0,5 %

Remarks : The Product conforms to ND

IIpumeuanue: ITpoaykT cooTseTCTBYET TpeboBaHusM HJT

/

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

JHara: 11.12.2023

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarotoBneHo: [TposepeHo: Santosh Kumar OnobdpeHo: Menemxkep / PyKOBOANTETE
Pravesh Rana Maurya @:’ Manoj Kumar @J{‘
Reprint Date / Reprint Date / Reprint Date /

Jara: 11.12.2023

Jara: 11.12.2023
p: 8§-2-337 d No. 2, Banjara Hills, Hyderabad -
al 404 1008, Efal ail@lrroddys; com

1900 2999 Email: i

yww.drreddys.com

i, Telorgsns, Indi
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CERTIFICATE OF ANALYSIS d
CEPTUDOUKAT AHAJIU3A
Page3 of4/Crp.3m3 4
Product / Ketorol gel for external use 2 %
IlpomYkT KeTopon®, resib AUt HapyKHOTO NpumeHeHus 2 %
Batch No / 1 V230940 Batch Quantity / : 19361.000 units /
Cepusi No Pasmep cepun 19361.000 eanHuL
Analytical Report No / : 040002323010 Date of Analysis / : 11.12.2023
AHanMTHYeCcKHii oTueT No JlaTa aHanm3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JdaTta NpoM3BOACTBA I'open no (BKJL.)
Analysis performed according to ND / Ananus nposeaen no H/: JIT-Ne(001119)-(PI'-RU)-110822

Ne Test / IlokasaTeanb Result / PesyabTaThl Specification / Hopma
Any single unidentified Below LOQ (LOQ = 0.025 %) / Hwxe | Not more than 1.0 % / He 6osee 1,0 %
impurity/ Eanuuanas npe/iena KoIMYeCTBEHHOro ONpe/IC/ICHHS
HeuAeHTUHULIUPOBAHHAS (IIKO = 0.025%)
pHUMECh
Total impurities / Cymma Below LOQ / Huxe npenena Not more than 3.0 % / He 6onee 3,0 %
npumeceit KOJMYECTBCHHOTO OTPE/ICCHHUS

7  |Microbial limits / MukpoGHooruueckas 4ucrora

| Total aerobic microbial

count / Obuee Yucio
a3pOOHBIX MUKPOOPTaHH3MOB
Total combined yeast and molds
count / OO1uee 4uciIo
IPOMOKEBBIX U [UIECHEBBIX PUOOB

Staphylococcus aureus

\Pseudomonas aeruginosa

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

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

Absent in 1 g/ OrcyTcTBYeT B 1T

Absent in 1 g/ OrcyTcTBYET B 1T

Not more than 100 CFU/g /
He 6osiee 100 KOE/r

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

Should absent in 1 g/ OtcyTcTBUE B I

Should absent in 1 g/ OtcyTcTBHE B 1T

Assay / KonvuecTBeHHOe onpeaeeHye:

Ethanol / DtaHon 98.2 % NLT 85% and NMT 115% of the
labeled amount /
Ot 85 no 115% oT 3aABJIEHHOIO
KOJIMUECTBA

Dimethyl sulfoxide / 99.1 % NLT 90% and NMT 110% of the

Jumetuncynsdokcun labeled amount / Ot 90 mo 110 % ot

3asBJICHHOTO KOJIHYECTBA

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HIT

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Roag N Banfare Fills, Hydermbad

B =3I TRL]

Prepared by / Checked by / Approved by: Manager / Executive /
[TonroToBneHo: IMposepeHo: Santosh Kumar Onobpeno: Menemxep / Pykosoauresb
Pravesh Rana #_: Maurya r_Y,%' Manoj Kumar @/

£ = n
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.12.2023 Hata: 11.12.2023 Jata: 11.12.2023

1, Telanmana, ndl
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Product / Ketorol gel for external use 2 %

IMpoaykr Ketopon®, resib s HAPYKHOTO IpuUMeHeHUs 2 %

Batch No / 1 V230940 Batch Quantity / : 19361.000 units /
Cepusi Ne Pasmep cepuu 19361.000 earHuu
Analytical Report No / : 040002323010 Date of Analysis / : 11.12.2023
AHaJuTH4YecKHi 0TUeT No Jata anaamu3sa

Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025

Jara npounssoacTea I'open ao (BKJI.)

Analysis performed according to ND / Ananus nposenen mo HJI: JITT-Ne(001119)-(PI'-RU)-110822

KeToponaKa TPOME€TaMHWH

Sodium methyl parahydroxy- 95.7% NLT 90% and NMT 110% of the
benzoate / MeTunnapa- labeled amount / Ot 90 a0 110 % ot
IMIPOKCHOEH30aT HATpHA 3a9BJIEHHOTO KOJIMYECTBA

Sodium propyl parahydroxy- 95.7 % NLT 90% and NMT 110% of the
benzoate / ITponunnapa- labeled amount / Ot 90 go 110 % ot
THAPOKCHOCH30aT HATPHsA 3asBJIEHHOTO KOJIMYECTBa

Ketorolac tromethamine / 100.3 % NLT 90 % and NMT 110 % of the

labeled amount / OT 90 no 110 % ot
3asIBJICHHOTO KOJIMYECTBA

9 |Package / YnakoBka

50 g in a laminated aluminum tube equipped with tamper-evident membrane.
1 tube together with instruction for medical use (leaflet) in a carton. / ITo 50 r
B TyOy W3 JaMUHMPOBAHHOTO QIOMHHUs, CHaOXeHHyrO MeMOpaHOW Wi
KOHTpOJIS MNepBoro BCkpbiTHA. ITo 1 TyGe BMECTe ¢ HHCTPYKUHMEH MO
MEIMLMHCKOMY [IPUMEHEHHUIO (JIUCTKOM-BKIA/IbIIIEM) B IAYKY KapPTOHHYIO.

API name / Haumenopanne A®C:

Ketorolac tromethamine / Ketoposnaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

Homep cepuu cy6cTaHium
npousBoautens I'JId:

API manufacturer batch number / ABQHO006612
Homep cepuu nponssoautenss AOC:
FP Manufacturer API Batch number / |FEQA00567

API Manufactured by & country /
HpousBoanrens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India / JI-p Peqnu’c Jlaboparopuc JIta., Muaus

Remarks : The Product conforms to ND /

I pumeuanue: [Ipoaykr coorseTcTBYeT Tpebopanusm HJI

Conclusion : APPROVED /
Zakarwyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroTosineHo: ! ITpoeepeHo: Santosh Kumar Ono6peno: Menemxkep / PykoBoauTeb
Pravesh Rana X Maurya Manoj Kumar i L
Reprint Date / Reprint Date / Reprint Date /

Hara: 11.12.2023 Jara: 11.12.2023 Hara: 11.12.2023

OFFice 2327, Road M 3, Banjara H

I; #8971 40 44900 2200, Fax: 91 40 4

500034 Telangana, India
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