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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

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

IMpogykr: Keropon" (keToponax) pactsop /ist BHYTPMBEHHOTO H BHYTPHMbILEYHOTO BBEACHHS, 30 MI/MT
Batch No / : V220926 Batch Quantity / 2 272727ampules /
Cepusi Ne O6bem cepun 272727 amnyi
Analytical Report No / : 890001629561 Date of Analysis / : 21.11.2022
AHanuTHYeCKHI oTyeT Ne HarTa anannza
Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2025
JlaTa npouzsoicrea TI'open no
Analysis performed according ND / Ananus uposenen mo HJI: JIT1-001365-170222

Page10of4/Crp. 1n34

Ipospaynelil 6ecLIBETHBIH pacTBOD.

i_:) Test / Iloka3zaTennb Results / Pe3ysbTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution. |

/' Tlpo3pauHblii GecUBeTHBIH MU
CBETJIO-KEITHIH pacTBOp.

2 Identification /
HognnuHoCTL

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
YAEpKUBaHUS OCHOBHHIX NMUKOB Ha
XpoMaTorpamme HCTIBLITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YIEPXKHUBAaHHSI OCHOBHBIX NMHKOB HA
XpoMmartorpamme CTaHAAPTHOrO
pacTBOpa KeTopojlaka TpOMETaMHHa
%} HanpoKceHa (pazmen
«KOoJIM4eCTBEHHOE OMpPE/IENEHUEN)

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
YIEPKUBaHHS OCHOBHBIX ITMKOB Ha
XpoMaTorpaMmme HCITBITYEMOTO
pacTBOpa IOMKHBI COOTBETCTBOBATH
BpeMEHaM YIEp)KHUBAaHUA OCHOBHBIX
NHKOB Ha XpoMaTorpamme
CTaHIApTHOTO pAacTBOpa KeToponaka
TpOME€TaMHHAa U HampoKceHa (pasaen
«Kon4ecTBeHHOE OnpeneneHue»)

3 Clarity / Ilpo3pauHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHiysa
npenaparta He JODKHA NpPeBbIIaTh
OMaNIECLEHIHIO 3TaJIOHa CpaBHEHMA L.

4 Color / IlBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 nmpu inHe BOJTHBI
430 uM.

5 pH 7.33 From 6.91t07.9./0t16,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: IIpogykT cootBeTcTRyeT TpeboBaHusam HJJ

Conclusion: APPROVED /
3akmwyenne: OJJOBPEHO

Prepared by /

I

Ioarorosneno: Ankaj Verma @v -

Checked by /
ITposepeno: Naresh Kumar

v
—

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoaurens
Manoj Kumar

Reprint Date /
Hara:21.11.2022

Reprint Date /
Hara: 21.11.2022

Reprint Date /
Hara : 21.11.2022

Registarad Nffice: 8-2-337, Rnarl Nn 3, Ranjara Hills, Hyderahad - 500N34, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
poaykr: Keropon™ (keToponak) pactBop AJis BHYTPHBEHHOTO M BHYTPUMBILIEHHOrO BBEACHUS, 30 MI/M
Batch No / : V220926 Batch Quantity / 1 272727ampules / N
Cepust Ne O0Bem cepum 272727 amnyn
Analytical Report No / : 890001629561 Date of Analysis / : 21.11.2022
AHanuTHUecKui oruer No Jlara ananusa

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

Jdata nponszsoacrsa Toaen g0

Analysis performed according ND / Anaans nposexen no HJI: JITI-001365-170222
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6 Particulate matter / Mexannuyeckne BK/IOYEHHS

4

6A Visible particles /

BuauMble YacTHLLbI

Complies / CooTeTcTBYET

Should correspond to requirements. /

B cooTtBeTcTBUH ¢ TpebOBaHUSIMMU.

6B Invisible particles /
HeBuauMEBIe YaCTHUDBI:

1. Particles> 10 pm/ 493 not more than 6000 per ampoule /
YactHL pasMepoM > He 6osee 6000 Ha amnyny;
10 Mxm
1. particles > 25 um/ 20 not more than 600 per ampoule /
YacTUL pa3MepoM > He Gonee 600 Ha amryny.
25 MKM
7 Related substances / PoacrBeHHble npumecn
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Goiee
0,20 %;
Impurity B / IIpumecs B Below Limit of Detection (LOD=0.014 %)/ | not more than 0.50 % / He Gonee
Hinke npeaena o6Hapyxenns ([10 = 0.014 %) 0.50 %:
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / Hinxce not more than 0.50 % / e 6Gonee
Tnpeaesia KOJM4YECTBEHHOro onpeacneHus 0 50 0/ .
(TIKO = 0.033 %) s’ %3
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore than 0.20 % / He Gonee
Hwxke npenena obnapyxenus ([10 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6osee
EnnnuyHas HewgeHTHOHIH- 0,20 %.
pOBaHHas IPUMeCh 0.07%
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6oxee
npumMmeceit 1,50 %.

Remarks: The Product confirms to ND/

lpumeyanue: [IpoaykT cootBeTCTBYET TpeboBanusam HJT

Conclusion: APPROVED /
3akmoyenne: OJJIOBPEHO

Prepared by /
IoarorosneHo: Ankaj Verm

r-

Checked by /
I[Tposepeno: Naresh Kumar

!
—

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykosoauTens
Manoj Kumar :

Reprint Date /
Jara:21.11.2022

Reprint Date /
Hara: 21.11.2022

Reprint Date /
Hara:21.11.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, 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 1
Hpoaykr: Ketopon” (keToposiak) pacTeop A1 BHYTPHBEHHOTO W BHYTPHMBILICUHOTO BBEACHNS. 30 MI/MJT
Batch No / : V220926 Batch Quantity / : 272727ampules /

Cepnn Ne O6bem ceprn 272727 amnyn
Analytical Report No / : 890001629561 Date of Analysis / : 21.11.2022
AHasnTH4YecKuil oT4er No Jlara anaausa

Date of Manufacture / : Oct.2022 Date of Expiry / ¢ Sep.2025

Mara nponsBoacrea Topen 1o |
Analysis performed according ND / Anaaus nposesen no HJI: JIT1-001365-170222

Page3 of4/Crp.3u3 4

8 Extractable volume / 1.0ml/ 1.0 Ma Not less than label claim (1.0 mL) /
Hsenexaemplii 06bem He menee HommHaneHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepnanbnbie <=0.725 E3/mr tromethamine. / He 6onee 5,8 EQ/Mr
3HAOTOKCHHBI KeTopojaKa TpOMeTaMUHa.

10 Sterility (every 15th batch) / Must be sterile. / JomkeH ObITH
CrepnabsHocTh (A1s1 KAXKAOI COMPLIES CTEPUJIbHbBIM.
15-oii cepun)

11 Assay / Konnuecteennoe 29.57 mg/29.57 mr From 27.0mg to 33.0mg of

onpenesieHue CisHisNO;3- C4H| 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
(o] 33,0 Mr C15H13NO3'C4H11NO3
(xeToponaka TpOMETaMHH) B 1 M.
12 Alcohol content / 3Tanon From 10.60 % to 12.60 %. /
11.47 % Ot 10,60 % mo 12,60 %.
]

Remarks: The Product confirms to ND/
[Ipumeuanue: [Tpoaykr cootretcryet TpeboBanusm HJT

Conclusion: APPROVED /
3aknwouenne: OJJOGPEHO

Prepared by /
IToaroroeneHo: Ankaj Vermaff

P
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Checked by /
ITposepeno: Naresh Kumar

&

€ —

Approved by: Manager/Executive /
Opnobpeno: Menemkep / Pykosoautens
Manoj Kumar -

Reprint Date /
Jarta:21.11.2022

Reprint Date /

Hara: 21.11.2022

Reprint Date /
Jara:21.11.2022
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Vill. Khol, Nalagarh Road, Baddji,
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml B
 Hpoaykr: Keropon™ (keToposak) pacTBOp A/ BHYTPUBEHHOIO W BHYTPUMBILIEYHOTO BBEACHHUS, 30 Mr/m
Batch No / 1 V220926 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepiin 272727 amnvn
Analytical Report No / : 890001629561 Date of Analysis / : 21.11.2022
AHajmTHYecKkui oTyer No Jdara ananuza

Date of Manufacture / : Oct.2022 Date of Expiry / ¢ Sep.2025

Jara npoussoacrsa Cogen ao
[Analysis performed according ND / Ananus nposenen mo HJI: JI[T1-001365-170222
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13 Packaging / Ynakoska

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. /

Ilo 1 w™Mn B amnoyasl w3
CBETO3ALUUTHOTO CTeKNIa
kopuuheBoro knacca I (USP). B
BEpXHEH 4acTH aMMyJibl HaHECEHbI
KONIbLO M TOYKa AN pasjoma. Ha
aMIIyNy HaKl€HBalOT STHKETKY.

[To 10 ammyn ¢ WHCTpyKiwed mno
NPUMEHEHHIO TIOMEILAIOT
B [IBX/antoMHUHHeEBBII ONHCTED.

ITo 1 6nucTepy B Hauky 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. /

ITo 1 wMn B aMmoynsl  u3
CBETO3ALIUTHOTO CTEKIIa KOPHYHEBOTO
WM  TEMHO-KOPHYHEBOrO  IIBETa
xnacca I (USP). B BepxHeii uacTn
aMIly/ibl HaHECeHBl KONbIO M TOYKa
1Uis pa3noMa. Ha amMmyny nakiensarot
STHKETKY.

Ilo 10 ammyn ¢ WHCTPYKUHEH o
NPHMEHEHHIO MOMELIAIT
B [IBX/antoMuHREBHII GII1CTED.

ITo 1 6imcTepy B nauky KapTOHHYIO;
IJisl  cTallMoHapoB: mo 2, 3, 5
ONICTEPOB B NAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcteuu ¢ HJI.

15 Storage conditions /
XpaHeHune

In a place protected from light below 25 °C. Do not freeze. / B 3aumnruensom
OT CBE€Ta MECTe IIpU TeMIIepaType He Bhlille 25 °C. He 3aMOpaxuBaTh.

16 Shelf-life / Cpox roanoctu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
[Tpumeuanue: TTponykr coorBercrayet TpeboBanuam HJT

Conclusion: APPROVED /
3axmovenune: OJJOGPEHO

Prepared by /

IToarorosneno: Ankaj Verma ﬂ)

Checked by /
IIposepeno: Naresh Kumar
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Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Manoj Kumar
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Reprint Date /
Hara:21.11.2022

Reprint Date /
Hara: 21.11.2022

Reprint Date /
Hara:21.11.2022
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