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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml |
IIpoaykr: Ketopon® (xeToponak) pacTBop Ajis BHYTPMBEHHOTO ¥ BHYTPHMBIIIEYHOTO BBeAEHHUS, 30 mr/mu
Batch No / 1 V220978 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn |
Analytical Report No / : 890001633565 Date of Analysis / 0 12.12.2022 |
AHaJIuTHYECKHH oTueT No JlaTa anaamn3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa mpou3BoacTBa Toxen oo
Analysis performed according ND / Ananus nposeaen no HJI: JIT1-001365-170222
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IIpo3pauneiii GecLiBETHBIN pacTBOD.

No
No Test / [Toka3aTenan Results / Pe3ynbTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pauHslli OeCLBETHbIM HnU
CBETJIO-KENTHI PAacTBOP.

2 Identification /
IMoaauHHOCTH

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / BpemeHa
yIep)KUBaHusi OCHOBHBIX TNHKOB Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIEp)KUBaHHS OCHOBHBIX IHMKOB Ha
XpoMaTtorpaMme CTaHAapTHOTO
pacTBOpa KeTopoJaka TpoOMeTaMUHa
U HaIlpoKceHa (pazzen
«KoMiecTBEHHOE OMpeIeCHIEY)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the

chromatogram of standard solution of |

ketorolac tromethamine and naproxen
(Assay section) / Bpemena
yIOEP)KUBaHHUS OCHOBHBIX IIMKOB Ha
XpOMaTOTpaMme HCIMBITYEMOTr0
pacTBopa JOJDKHBI COOTBETCTBOBAThH
BpEMEHaM YAEpKHUBAHUS OCHOBHbBIX
MUKOB Ha XpoMaTorpamme
CTAHOAPTHOrO PacTBOpa KETOpoJiaka
TpOMETaMUHa U Hanpokcena (pazaesn
«KonnyecTBeHHOE ONpeAeneHne»)

3 Clarity / Ilpo3payHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapata He J0JDKHA NPEeBbILIATD
OTIATECLIEHIIMIO 3TAIOHA CpaBHEHus .

4 Color / IllgeTHOCTDH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [JNIHHE BOJTHLI
430 HM.

5 pH 7.36 From 6.9 to 7.9./ 01 6,9 10 7,9.

Remarks: The Product confirms to ND/
pumenanue: [poaykt cootseTeTBYeT TpefinRanuam HJT

Conclusion: APPROVED /
Rakmavenne; OJOBPEHO

Prepared by /
Tloarotrosnexo: Ramakant

Bulgd

Checked by /
IIposepero: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemiep / Pyxosoanresns

Amit Kumar e
}:\ - :///'

Reprint Date /
Hara:12.12.2022

Reprint Date /
Hata: 12.12.2022

Reprint Date /
Hara : 12.12.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IpoayxT: Keropon" (ketoponak) pacTBOp [/isi BHYTPHBEHHOIO H BHYTPHMBIIIEYHOTO BBEAEHUS, 30 Mr/mi
Batch No / 1 V220978 Batch Quantity / : 272727ampules /
Cepus Ne O0BeM cepuu 272727 amnyn
Analytical Report No / : 890001633565 Date of Analysis / : 12.12.2022
AHanuTHYecKHU oTyeT No JlaTa anaiau3za

Date of Manufacture / : Nov.2022 Date of Expiry / 1 Oct.2025
Jara npousBoacTaa T'ogen oo

Analysis performed according ND / Anamus npoeaen o HJI: JIT1-001365-170222
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6 Particulate matter / Mexaunuyeckue BKJIYEHHS

6A Visible particles /
BunuMble YacTHIIBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBUM C TpeOOBAHHMSIMH.

6B Invisible particles /
HeBuaumeble yacTHLB!:

Impurity B / IIpumecs B

Below Limit of Detection (LOD = 0.014 %) /
Hwxe npenena obHapyxenns (110 = 0.014 %)

Impurity C / [Tpumecs C

Less than LOQ (LOQ = 0.033 %) / Huwxe
npefena KonMyeCTBEHHOTO OMpeenenus
(IIKO =0.033 %)

Impurity D / IIlpumecs D

Below Limit of Detection (LOD = 0.014 %)/
Hipke npenena o6uapysxenns (I10 = 0.014 %)

Any unspecified impurity /
EnunndHas HeWAeHTUDHULH-

i. Particles> 10 pm/ 10 not more than 6000 per ampoule /
YacTull pasmMepoM > He Gonee 6000 Ha ammyny;
10 MkM

il. particles>25 pm/ 00 not more than 600 per ampoule /
4acTULl pa3MEpPOM > He Gonee 600 Ha ammyIy.
25 MKkM

7 Related substances / PoacTBeHHbIe IpUMeECH
Impurity A / [lpumecs A 0.15% not more than 0.20 % / He Oonee

0,20 %;

not more than 0.50 % / He Oonee
0,50 %,;

not more than 0.50 % / He Gonee
0,50 %;

not more than 0.20 % / He Gonee
0,20 %.

Not more than 0.20 % / He 6onee
0,20 %.

pOBaHHas IIPUMECh 0.07%
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6osnee
mpuMecein 1,50 %.

Remarks: The Product confirms to ND/
Ipumenanme: [Tpoaykr cooTBeTeTRYeT TpehopannaM HJT

Conclusion: APPROVED /
Rakmmaenne: OTORPEHQ

Prepared by /
TTosirorosnero: Ramakant

Checked by /
IIposepeso: Pardeep Kumar

Approved by: Manager/Executive /

Opno6pero: Mexemxkep / PyxosoauTeiib

Amit Kumar /‘Xe*‘ \\7
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CERTIFICATE OF ANALYSIS el : +91 98166 56001-02
CEPTHOHUKAT AHAJIN3A www.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]

| Ipoaykr: Ketopon® (keToposiak) pacTBOp Ajisi BHYTPMBEHHOTO M BHYTPUMBIIIEYHOrO BBeAeH s, 30 Mr/mn
Batch No / : V220978 Batch Quantity / : 272727ampules /
Cepust Ne O0BbeM cepun 272727 amnyn
Analytical Report No / : 890001633565 Date of Analysis / : 12.12.2022
AHajuTH4YecKHil oT4yeT Ne JlaTa anausa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JaTa npou3BoJCTBa I'ogen no
Analysis performed according ND / Anasiu3s nposeaen no HJI: JIT1-001365-170222
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Not less than label claim (1.0 mL) / |
He menee momuHanshoro (1,0 mn)

8 Extractable volume / 1.0ml/ 1.0 mn

H3BaekaeMblii 00 beM

9 Bacterial endotoxins / <=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
BakTepnajbHble <=0.725 ED/Mr tromethamine. / He Gonee 5,8 EB/Mr
HAOTOKCHHBI KETOpoJiaka TpOMETaMHHa.

Must be sterile. / JJomxeH ObITb
CTEPUIIBHBIM.

10 Sterility (every 15th batch) /
CrepubHOCTE (U151 KasKAO
15-o0ii cepun)

COMPLIES

11 Assay / KonndecTtBennoe 29.63 mg/29.63 mMr From 270mg to 330mg of
onpenesicHHe CisHi1sNO3- CsH iNO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pate} 33,0 MrI C|5H13NO3'C4H11NO3
(keToponaka TpOMETaMUH) B 1 MJI.
12 Alcohol content / ITanoa From 10.60 % to 12.60 %. /

11.28 % Ot 10,60 % 1o 12,60 %.

Conclusion: APPROVED /
Auariennel QJOLIEIO
Approved by: Manager/Executive /
Ono6peno: MeHemxep / Pykosoautens

Remarks: The Product confirms to ND/
1 Ipumeriwime, Ipuaykt couvigeicisyel i Gonauuam T

Prepared by / Checked by /
INoaroronnexo: Ramakant \ [Mponepeno: Pardeep Kumar
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= /

Reprint Date /
Jara:12.12.2022

Reprint Date /
Hara: 12.12.2022

Reprint Date / *
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Vill. Khot, Nalagarh Road, Baddi,
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoaykr: Keropon™ (keToposiak) pacTBOp JUIsl BHYTPHBEHHOTO M BHYTPHMbIILEGUHOTO BBEACHNS, 30 Mr/Ma
Batch No / : V220978 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001633565 Date of Analysis / ¢ 12.12.2022
|AHAJIHTHYECKHH oTueT No Jdara ananuza

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025

JaTa npousBojcrsa Ilogen 1o

Analysis performed according ND / Ananu3s nposegen nmo HJI: JII1-001365-170222
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13 Packaging / YnakoBka

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to
ampoule.

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack. /

ITlo 1 w™Mn B aMmnoynsl U3
CBETO3AIUTHOTO cTekIa
kopuuHeBoro knacca I (USP). B
BEpXHEM YacTh aMilyJbl HaHECEHBI
KOJIbIIO M TOYKa Juiad pasnoMa. Ha
aMITyNly HaKJIeMBatOT STUKETKY.

Ilo 10 ammyn ¢ HHCTpyKLHMEH IO
MPAMeHEe HAK) FOMEHIAKYE
B TIBR/awirsmuHuesbif Gine 1ep.

[To 1 6nucTepy B NMaYKy KapTOHHYIO.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Ilo 1 wMn B aMOyiasl  u3
CBETO3ALIMTHOIO CTEK/Ta KOPUYHEBOTO
WIH  TEMHO-KOPHUYHEBOTO  ILBETa
kmacca I (USP). B BepxHed uactu
aMITyJIBl HAHECEHbl KOJIbLIO M TOYKa
[t pasjiioma. Ha ammyny HakJsienBaioT
FIUKETKY.

I[Mu 10 amuys o sHCIPYRURCH 1O

TIPUMEHEHUIO noMeLuaoT
B [IBX/a1ioMIHHEBBLH OIIACTED.

ITo 1 6ucTepy B NauKy KapTOHHYHO;
UIA  CTalMoHapoB: 1o 2, 3, 5
GIIUCTEPOB B MauKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorBeTcTBuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuuiueHHOM
OT CBETAa MECTe MpH TeMIreparype He Bbilie 25 °C. He 3amopaxuBath.

16 Shelf-life / Cpok roaHocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Mpumeuanue: [poaykt coorsercreyer TpeboBaruam HJI

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
Toarerosneno: Ramakant

B?

Checked by /
tiposepero: Bardeep Kumar
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Approved by: Manager/Executive /
OnoBpero! Mere e / Pykosouuresds

Amit Kumar
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Reprint Date /
Hata:12.12.2022

Reprint Date /
Jara: 12.12.2022

Reprint Date /
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