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CERTIFICATE OF ANALYSIS

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

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 ]
Mpoayxr: Keropon" (keToposiak) pacTBop ANt BHYTPUBEHHOTO H BHYTPUMBbILLEYHOIO BBEACHHS, 30 Mr/mn
Batch No / : V220814 Batch Quantity / : 272727ampules /
Cepus Ne Obnem cepun 272727 amnyn
Analytical Report No / : 890001627382 Date of Analysis / : 09.11.2022
Ananuruyeckuii otuet Ne Jara ananuza

Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2025
Jara npousBoacTea Togen ao

Analysis performed according ND / Auanus nposeaen no HJI: JII1-001365-170222

Pagel of4/Crp. 1u3 4

[Tpo3paunblil O€CLBETHBIN pacTBOpP.

NNQO Test / [lokasaTeanb Results / PesynabTaTthbl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to pale yellow solution. |

/ TlpospauHblit OeclUBETHBIN HiIN
CBETJIO-XKENTBIH pacTBop.

2 Identification /
IToasiMHHOCTBL

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
YAEpKMBaHMA OCHOBHBIX IIMKOB Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YICP)KUBAHMS OCHOBHBIX TIMKOB Ha
XpomarorpaMme CTaHAaPTHOTO
pacTBOpa KeTopoyiaka TpoMeTaMHHa
" HanpoKceHa (paznen
«KonuuecTBeHHOE OTIpeeNeHHEY )

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
YAEPKUBAHUSI OCHOBHLIX THKOB Ha
XpOMaTOrpaMme WCTIBITYEMOTO
pacTBOpa AOMKHBI COOTBETCTBOBATH
BpeMeHaM YIEep)KHMBAHUS OCHOBHBIX
MTUKOB Ha XpOMaTorpamMme
CTaHAApPTHOTO pacTBOpa KeTopoJiaka
TpoMeTaMHHa U HanpokceHa (pasznen
«KonnyecTBEHHOE ONpeacNEeHUEN)

3 Clarity / ITpo3pauHocThb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He A0JDKHA MPEBBIILAThH
onaecleHLHIo 3TajioHa cpaBHeHust 1.

4 Color / LipeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anuHe BOJTHbL
430 HM.

5 pH 7.33 From 6.9t079./016,9 no7,9.

Remarks: The Product confirms to ND/
ITpumeuanwue: IlpoaykT coorBercTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenne: ONNOBPEHO

Prepared by /
IToarotosneno: Naresh Kumar

(i

o

Checked by /
ITpoeepeHo: Pardeep Kumar

%

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosoaurens
Kusum Lata -

/’

Reprint Date /
JHata:09.11.2022

Reprint Date /
Hara: 09.11.2022

Reprint Date /
Jara : 09.11.2022
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FProduct :/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
| Hpogykr: Ketopos” (KeToponak) pacTsop s BHYTPHMBEHHOrO W BHYTPHMBIILIEYHOTO BBEACHH, 30 MI/MI1
Batch No / : V220814 Batch Quantity / 1 272727ampules /
| Cepus Ne 1O6Bem cepun 272727 amniyn
Analytical Report No / : 890001627382 Date of Analysis / : 09.11.2022
AHanuTHyeckui oTyer Ne Jarta apannza
Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2025
Jdara nponssojacrea Topen no

Analysis performed according ND / Auanu3z nposenen o HJ/I: JII1-001365-170222
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6 Particulate matter / Mexanuueckme BKIKOUYEHUS

6A Visible particles /

Bunumere YaCcTHLUBI

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cooTBeTCTBUU ¢ TpeOOBAaHUAMH.

6B Invisible particles /
HeBuaumble yacTuuipi:

1. Particles > 10 um / 48 not more than 6000 per ampoule /
UYacTHl pazmepom > He 6onee 6000 Ha ammymy;
10 MkM
il. particles > 25 pm/ 06 not more than 600 per ampoule /
YacTHL pa3sMEpOM > He 6onee 600 Ha amnyny.
25 MKM
|
7 Related substances / PogcTBennbie npumecu
Impurity A / I[lpumecs A 0.15% not more than 0.20 % / He Gonee
0.20 %;
Impurity B / [lpumecs B Below Limit of Detection (LOD = not more than 0.50 % / He Gonee
0.014 %) / Huwxe npeaena oSHapysxcuus (IO 0.50 %:
=0.014 %) ’ ?
Impurity C / Ilpumecs C Less than LOQ (LOQ = 0.033 %) / Hine not more than 0.50 % / ne Gonee
npcacna KONMYECTBCHHOTO ONPEACIICHUA 0 50 0/ B
(ITKO = 0.033 %) Y 70
Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20% / He 6onee
Himxe npencna obHapyxenus (IO = 0.014 %) 0,20 %.
Any unspecified impurity / 0.07% Not more than 0.20 % / He 6onee
EnvHu4Has HeMAeHTUDULM- 0,20 %.
pOBaHHas pHMech
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6oee
OPHNCCCi 1,30 %.

Remarks: The Product confirms to ND/

IIpumeuanme: ITpoaykr cooreetcTRyet TpeGoBanmnsam HJJ

Conclusion: APPROVED /
Sakarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Naresh Kumar ITposepeno: Pardeep Kumar | Opo6peHo: MdHeﬂ}I\‘Cp,g}’KOBOHHT{EHb
(AL Kusum Lata NS
= cﬁ( 3\“‘ '
Reprint Date / Reprint Date / Reprint Date /
Jarta:09.11.2022 Hara: 09.11.2022 Jara : 09.11.2022
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Product : /

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

| Ipoaykr: Ketopon" (keToponax) pactBop AN BHYTPUBEHHONO W BHYTPUMBILIEUHOTO BBEAEHHUS, 30 Mr/ma
Batch No / : V220814 Batch Quantity / : 272727ampules /
Cepus Ne O01em cepun 272727 amnyn
Analytical Report No / : §90001627382 Date of Analysis / : 09.11.2022
Anajnurndeckuii oryer Ne Jara ananuza

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

Jarta npousBoacTBa T'oxen o

| Analysis performed according ND / Ananu3 nposenen mo HJI: JII1-001365-170222

Page3of4/Crp.3u3 4

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
HsenekaeMblii 00bem He menee HomunaibHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 ED/™Mr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KeTopoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITb
CTepHIBLHOCTE (1159 KAk A0ii COMPLIES CTEPUIIbHBIM.
15-oii cepuu)

11 Assay / KoamyecTBeHHoe 29.45 mg/29.45 mr From 27.0mg to 33.0mg of

onpeae/ieHue C5sH13NO;5-C4H 1 NO;3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
A0 33,0 MI C15H13NO3'C4H11NO3
(xeToporaka TpoMeTaMUuH) B 1 MJI.
12 Alcohol content / Itanon 11.71 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/

ITpumeuanue: IIponykT cootBeTcTBYeT Tpebosanmsm HJI

Conclusion: APPROVED /
3akawyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneHo: Naresh/Kumar ITposepeno: Pardeep Kumar | OnoGpeno: Menemxkep / RykoBoaurens
(AL If Kusum Lata e

Reprint Date / Reprint Date / ] Reprint Date /

Hara:09.11.2022 Jara: 09.11.2022 Jara: 09.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| HpoayxrT: Ketopon™ (keToponak) pacTBop [ BHYTPMBEHHOTO W BHYTPHUMbILIEHHOTO BBEACHUS, 30 Mr/mA
Batch No / 1 V220814 Batch Quantity / : 272727ampules /
Cepust Ne Oo0neMm cepun 272727 amnyn
Analytical Report No / : 890001627382 Date of Analysis / : 09.11.2022
Anagurunyeckui oryer Ne Jara ananusza

Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2025
|laTa npousBoacTBA Iomen xo

Analysis performed according ND / Anann3s nposeaen no HJI: JII1-001365-170222

Page4 of 4/ Crp. 4 u3 4

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. /

[lo 1 w™Mn B amoynsl M3
CBETO3ALIMTHOIO cTeKIa
kopuuHeroro kinacca I (USP). B
BEpXHEH YacTH aMITyJibl HaHEeCEHbI
KOJIbLIO M TOouka 1y paznoma. Ha
aMIlyJly HaKJIE€HBarOT 3THKETKY.

[To 10 amnyn ¢ uHCTpykuMeil mno
TIPUMEHEHUIO NIOMELIAIOT
B [IBX/anomunueBbIi 6nucrep.

[To 1 6aucTepy B mauKky 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. /

Io 1 MJI B aMOyabl U3
CBETO3AIIMTHOTO CTEKJIAa KOPHYHEBOIO
WIM  TEMHO-KOPWYHEBOTO  I1BeTa
xnmacca I (USP). B Bepxneil uyactu
amMIynsl HaHeCeHbl KOJNbLO M TOYKa
U1 pazfioma. Ha amMnysty HakJieMBaioT
STHKETKY.

[lo 10 amnyn ¢ MHCTpPYKUMEH ©O
TPUMEHECHUIO NOMEILIAOT
B [IBX/antoMuHueBblf Gnucrep.

[To 1 6banuctepy B MauKy KapTOHHYIO;
Iis  crauMoHapoB: mno 2, 3, S
6JIHCTEPOB B MAUKY KapTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootBeTcTBUH ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aimuimeHHOM
OT CBETA MecTe NpHU TeMrepaType He Bollle 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpok rogHocTH

3 years. / 3 ropna.

Remarks: The Product confirms to ND/
IIpumeuanne: Ilpoaykr cootBercTByeT Tpebopanusm HJL

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
INoarotoeneno: Naresh Kumar

&

Checked by /
IlpoBepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
Ono6peno: Menemkepy Pykosoaurenn
Kusum Lata e

Reprint Date /
Jara:09.11.2022

Reprint Date /
Harta: 09.11.2022

Reprint Date /
Jara : 09.11.2022
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