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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUDOHUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpojykr: Keropon" (keToponak) pactBop Uis BHYTPHBEHHOTO U BHYTPUMbILEUHOIO BBeASHNS, 30 Mr/mMi
Batch No / : V221065 Batch Quantity / : 272727ampules /
Cepua Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001636489 Date of Analysis / : 26.12.2022
AnajauTHYEeCKHH 0T4eT No Hara anaauza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jara npom3BojicTsa T'ogen no
Analysis performed according ND / Auanus nposeaen nmo HJI: JI[1-001365-170222
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§.00 Test / [TokazaTean Results / PesynbTaTs! Specification / Hopma

1 Description / Onucanue Clear, light yellow solution. / | Clear colorless to pale yellow solution.
ITpo3paunsrii cBeTnO-XkenThll | / Ilpo3paudniii GecUBETHBIN WiM
pacTsop. CBETJIO-XKENTBIH pacTBOp.

2 Identification /
IlopMuHOCTEL

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) / Bpemena
YIEpXXHUBaHUS OCHOBHBIX MHKOB HA
XpoMaTorpaMme HCTIBITYEMOTO
pacTBoOpa COOTBETCTBYIOT BpeEMEHaM
YIEpXKUBaHHS OCHOBHBIX MHKOB Ha
XpoMaTorpaMmme CTaHAAPTHOTO
pacTBOpa KETopojaka TpoOMeTaMHHA
u HarpoKceHa (pa3nmen
«KonuyecTBeHHOE OmpeaeneHue»)

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
YIOEPXKUBAHHA OCHOBHBIX ITMKOB Ha
XpoMaTorpamme HCIILITYEMOTO
pacTBopa IOJDKHBI COOTBETCTBOBATDH
BpPEMEHAM YIEpXXHBaHHS OCHOBHBIX
MUKOB Ha XpoMaTorpaMmme
CTaHAApPTHOTO DPacTBOpa KeTopojaka
TpOMeTaMMHa M HampokceHa (pasnen
«KonuuecTBEHHOE OIpefeNieHUEN)

3 Clarity / Ilpo3pauHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHius
npenapara He JO/DKHA NPEBBIIIATh
OMANECLEHLHIO ITATOHA CpaBHenus 1.

4 Color / llBeTHOCTL 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu miiiHe BOTHLI
430 uM.

5 pH 7.36 From 6.9t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: IpoaykT coorBeTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
IMoarorosneno: Shivani Devi

Checked by /
IIposepeno: Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosonurein
Ravi Kumar @

il
Reprint Date /
Hara:26.12.2022

Reprint Date /
Jarta: 26.12.2022

Reprint Date /
Hata : 26.12.2022
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Qe Dr. Reddy's Laboratories Ltd.
/ 1) Formulation Unit-6
Dr. Reddy S !.‘ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

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

IpogykT: Keropon™ (keToponak) pacTBop 715 BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BBEACHHS, 30 Mr/mi
Batch No/ : V221065 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001636489 Date of Analysis / 1 26.12.2022
AHATHTHYeCKHH oTHeT Ne JaTa anaansa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa npon3BoacTBa I'ogen no
Analysis performed according ND / Anann3 nposeaen mo HJI: JIIT1-001365-170222
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6 Particulate matter / Mexannyeckne BKaO4eHUst
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bunumple gacTuupl B coorBeTcTBHM € TpeGOBaHUAMHU.

6B Invisible particles /
HeBuauMble 4aCTHLb;

i. Particles > 10 pym / 104 not more than 6000 per ampoule /
YacTuu pazmMepom > He 6osee 6000 Ha ammyy;
10 MmxMm
ii. particles >25 um/ 3 not more than 600 per ampoule /
4acTHL pa3sMEPOM > He 6onee 600 Ha ammyiTy.
25 MKM
7 Related substances / PoncTeenubre npumecu
Impurity A / [Tpumecs A 0.14% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Ilpumecs B Not detected / He o6rapycHa not more than 0.50 % / He Gonee
0,50 %;
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Gonee
Huxe npenecia KOJIMYCCTBEHHOIO 0’50 %;
OMpeReIeHUs (ITKO = 0.033 %)
Impurity D / [lpumecs D Below Limit of Detection (LOD = not more than 0.20 % / ne Gonee

0.014 %) / Huske nipestena oGHapyKeHHs 0,20 %.
(ITO =0.014 %)

Any unspecified impurity / ) Not more than 0.20 % / He Gonee
Enunngnas HeuneHTubUIU- Yo% 0,20 %.
poOBaHHas IpUMech
Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npuMeceif 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeunanue: Ilponyxr cooreercTByeT TpeGoBanusm HJI 3akmodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Shivani Devi [Tpoeepeno: Himesh Kumar | Ono6peno: Menemxkep / Pyxosoaurens
AT w Ravi Kumar @
e L
Reprint Date / Reprint Date / Reprint Date /
Hata:26.12.2022 Jara: 26.12.2022 Jara : 26.12.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
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Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IpoaykT: Ketopon® (keToposak) pacTBOp [UIsi BHYTPUBEHHOTO M BHYTPHMBILIEUHOTO BBEAEeHHUs, 30 MI/mn
Batch No / : V221065 Batch Quantity / : 272727ampules /
Cepus Ne O06nem cepun 272727 amnyin
Analytical Report No / : 890001636489 Date of Analysis / 1 26.12.2022
AnanuTHyeckuii oryer Ne Jlara anaan3za

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

JlaTa mpon3BoacTBa T'open go

Analysis performed according ND / Ananms nposenen no HJI: JIT1-001365-170222
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8 Extractable volume /
H3enexkaemMblii 00LeM

1.0ml/ 1.0 M

Not less than label claim (1.0 mL) /
He menee HomuHanbHoro (1,0 mMia)

9 Bacterial endotoxins /
BakrepuanbHbie
IHAOTOKCHHDI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/Mr
KETOpoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) /
CrepH/ILHOCTD (U1 KaKAO0H
15-oii cepumn)

COMPLIES

Must be sterile. / JlomkeH OBITH
CTEPUILHBIM.

11 Assay / KonnuecTBeHHOE 29.49 mg /29.49 mr From 270mg to 33.0mg of
onpejaeeHne C1sH13NO3-C4H | 1NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
o 33,0 Mr C15H13NO3'C4H11N03
(keToponaka TpoMeTaMHH) B 1 MIL.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

1131 %

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

Remarks: The Product confirms to ND/
INMpumeuanue: IlpoaykT coorBeTcTBYeT Tpebopanusm HJJ

Conclusion: APPROVED /
3akiarouenue: OJOBPEHO

Prepared by /
IToarorosneno: Shivani Devi

Checked by /
Ipoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens
Ravi Kumar

al

Reprint Date /
Hara:26.12.2022

Reprint Date /
Hara: 26.12.2022

Reprint Date /
Hata : 26.12.2022

Registered Office: §-2-237, Ronel Mo, 7,
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOHKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoayxkr: Keropon™ (ketoposnak) pacTBop /sl BHYTPHBEHHOTO U BHYTPHMEILLIEYHOI0 BBeAeH A, 30 Mr/mu
Batch No / : V221065 Batch Quantity / : 272727ampules /
Cepus Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001636489 Date of Analysis / : 26.12.2022
AHanuTHYecKH i oTHeT Ne Jara ananauza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JaTa nponssojicrea T'ogen 1o
Analysis performed according ND / Ananus nposesen mo HJI: JIT1-001365-170222
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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. /

I[lo 1 wMn B amoynsl w3
CBETO3aILUTHOTO CTeKIIa
kopuyHeBoro kiacca I (USP). B
BEpXHEH 4acTU aMIyJIbl HaHECEHBI
KOJIbLIO M TO4YKa INs paszioma. Ha
aMITyJIy HaKJI€MBAIOT STHKETKY.

[To 10 ammyn ¢ uHCTpyKuMeit o
[PAMEHEHHUIO HOMEMIAI0T
B [IBX/amomuHueBblIii GiucTep.

ITo 1 6yucTepy B NaYKy 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.

I blisters in a carton pack;

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

Ilo 1 wMn B avmoyael m
CBETO3aILUTHOTO CTEKJIa KOPUYHEBOTO
HIM  TEMHO-KODMYHEBOTO  IIBeTa
knacca I (USP). B BepxHeil wactu
aMIIyJibl HaHECEHBI KOJbLO M TOYKA
1ns pasioMa. Ha amnyny HakneuBaioT

JTHKETKY.
ITo 10 ammyn c¢ WHCTpyKIMe#l 1o
MIPUMEHEHHIO MIOMEIIAT

B [IBX/amomuHueBsi 6rucTep.
[To 1 6nucTepy B MayKy KapTOHHYIO;
And  cramdoHapos: mo 2, 3, 5

GJ'II-ICTep(}B B Mauky KapTOHHVIO.

14 Labelling / Mapkuposka

According to ND / B cootserctauu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3ammmenaom
OT CBETa MECTE NPH TeMIepatype He Bolile 25 °C. He 3amMopaxuBars.

16 Shelf-life / Cpox rognoctu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
lIpumeuanne: Ipoaykr coorsercTByeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akaouyenue: OJJOBPEHO

Hata:26.12.2022

Hara: 26.12.2022

Jara : 26.12.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroeneno: Shivani Devi Iposepeno: Himesh Kumar | Ono6peno: Menemkep / Pykosonurens
),’ —— | Ravi Kumar A\
3 L
Reprint Date / Reprint Date / Reprint Date /
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