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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

CEPTUOPUKAT AHAJIN3A Tel : +91 98166 56001-02
[ Product : / Ketorol (Ketorolac) solution for intravenous and intramusculglvrwiﬁvjélal%‘rfs', 30 mg/ml
 IIponykr: Ketopon"™ (keToponak) pacTBop 18 BHYTPUBEHHOIO U BHYTPHMBILIEUHOrO BBEAEHHS, 30 Mr/mn
Batch No / : V220322 Batch Quantity / : 27272 7ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001591656 Date of Analysis / : 17.05.2022
AnanurHyeckuii orger Ne JlaTa ananunsa
Date of Manufacture / : April.2022 Date of Expiry / : Mar.2025
Jara npou3BoacTBa Tonen a0

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-170222
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[Tpo3pauHslii 6ecLBETHBII PacTBOP.

1;.:) Test / TlokasaTesnb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3paunblit 6ecLBETHEIH
CBETJIO-XEIThIH PacTBOP.

WIH

2 Identification /
IMopiHHOCTH

of ketorolac tromethamine

XpoMmaTorpamme

XpoMmaTtorpamme

u HaNpOKCEeHa
«KonuuecTBeHHOE OnpeesieHUE)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
and
naproxen (Assay section) / Bpemena
YIEpXKHUBaHHS OCHOBHBIX MHKOB Ha
HCIIBITYEMOTO
pacTBopa cOOTBETCTBYIOT BpeMEHaM
yAepXKUBaHHS OCHOBHBIX [MKOB Ha
CTaHOapTHOTO
pacTBOpa KETOpOJaka TPOMETaMHUHa
(pasnen

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
yIOEPKUBaHHS OCHOBHBIX ITHKOB Ha
XpomarorpaMmme UCIILITYEMOTO
pacTBopa [OJKHBI COOTBETCTBOBATh
BpEMEHaM YOep)XUBaHUS OCHOBHBIX
MTMKOB Ha XpoMaTorpamMmmMe
CTaHAApPTHOTO pacTBOpa KeTopoJiaka
TpOMeTaMHHa M HamnpokceHa (pasien
«KonuyecTBeHHOE OTIpeneNieHUe»)

3 Clarity / Ilpo3pa4HocThb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueH1us
npenapara He J0JKHA MpeBbIIaTh
ONaTeCleHIHI0 3TaloHa cpaBHeHus L.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [INHE BOJHEI
430 HM.

5 pH 7.33 From 6.91t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
ITpumeyanue: [Ipoaykr coorBeTcTBYeT TpebopaHusM HJ[

Conclusion : APPROVED /
Zaxmaouenne: ONOBPEHO

Prepared by /
IMoarorosneno: Ankit

(B

Checked by /
[Tpoeepeno; Ramakant

Qe

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBogurens
Pawan Kumar

Reprint Date /
Jara: 17.05.2022

Reprint Date /
Jara: 17.05.2022

Reprint Date /
Hara :17.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and mtramuscular 1nJect10ns 30 mg/ml a
IIpoaykr: Keropon" (keToposiak) pacTBOp JIsi BHYTPUBEHHONO M BHYTPUMBIILIEYHOrO BBeAEHH S, 30 Mr/mn
Batch No / 1 V220322 Batch Quantity / : 272727ampules /
Cepusi Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001591656 Date of Analysis / : 17.05.2022
AnanuMrayeckuii oryer Ne JlaTa ananunsa
Date of Manufacture / 1 April.2022 Date of Expiry / : Mar.2025
Jara npou3sBOACTBA I'open mo
Analysis performed according ND / Anaan3 nposenen no HJI: JIT1-001365-170222
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6 Particulate matter / Mexanndyeckue BKJKUEHHUSA

6A Visible particles /
BuayuMble YacTHUIIbI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTBETCTBUU C TPeOOBAHUSIMH.

6B Invisible particles /
HeBuauMble YacTHIbI:

Any unspecified impurity /

Huxe npenena xon4ecTBEHHOTO
onpenencHus (IKO = 0.014 %)

i. Particles> 10 pm/ 23 not more than 6000 per ampoule /
Yactuy pasMepoM > He 6onee 6000 Ha aMrTyIy;
10 Mxm
ii. particles>25 pm/ 02 not more than 600 per ampoule /
4acTul] pa3sMepOM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHBIE NpHMECH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He OGonee
0,20 %;
Impurity B / Ilpumecs B INOHEEreCRdljLISOb HapyEHa not more than 0.50 % / He Gonee
0,50 %;
. Less than LOQ (LOQ = 0.033 %) / Hike
Impurity C/ IIpumecs C i s o not more than 0.50 % / He Gonee
(TIKO = 0.033 %) 0,50 %,
Impurity D / Ipumecs D Below limit of detection (LOD = 0.014 %)/ not more than 0.20 % / He OGonee

0,20 %.

Not more than 0.20 % / He 6onee

UzenekaeMblii 00beM

Envamdnas HeuaeHTudum- 0.07% 0,20 %.
pOBaHHas MPUMeECh
Total impurities / Cymma 0.23 % Not more than 1.50 % / He 6onee
npumMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HoMuHansHOoTO (1,0 M)

Remarks :

The Product confirms to ND/
ITpumeuanue: IlpogykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /

TNoarorosieHo: Ankit

Checked by /
IIposepeHo: Ramaka

Approved by: Manager/Executive /
Onobpeno: Menemxep [ PykoBoauTenb
Pawan Kumar

—

Reprint Date /

Hara: 17.05.2022

JlaTa:

Reprint Date /

U/

17.05.2022

Reprint

Date /

Jlata :17.05.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intrarnusculé?iﬁj&fﬁﬂs’jfd 'r'hg/ml

IIpoaykr: Keropon™ (keToponak) pacTeop [Uisi BHyTPMBEHHOTO H BHYTPHUMBILIEYHOrO BBEAEHHUS, 30 Mr/mt
Batch No / 1 V220322 Batch Quantity / : 272727ampules /
Cepusa Ne Oo0nem cepun 272727 amnyn
Analytical Report No / : 890001591656 Date of Analysis / : 17.05.2022
AHanuTHYeCKHHA oTueT Ne Jlara aHaan3za

Date of Manufacture / : April.2022 Date of Expiry / : Mar.2025

Jara npou3BoJcTBa I'onen no

Analysis performed according ND / Anann3s nposenen nmo HJI: JII1-001365-170222
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15-o0i1 cepun)

CrepuibHOCTb (A5 Kaxkao0ii

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbHble <=0.725 EQ/Mr tromethamine. / He 6onee 5,8 ED/mr
3HAOTOKCHHBI KETOPOaKa TPOMETAMHHA.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / Jomken ObITh

CTEPUIILHBIM.

11 Assay / KosinuecTBeHHOe 30.25mg / 30.25mr From 270mg to 33.0mg of
onpeaeneHue CisH13NOs3- C4H1NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
J0 33,0 MI C15H13N03'C4H11NO3
(xeToponaka TPOMETaMHH) B 1 M.
12 Alcohol content / ITaHoN 11.75 % From 10.60 % to 12.60 %. /

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

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpoaykt cooTBeTcTBYET Tpebosanusam HJL

Conclusion : APPROVED /
3akarwuyenne: OJOBPEHO

Prepared by /
IToaroroeneno: Ankit

(E

Checked by /
IlpoBepeHo: Ramakanl\

U

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykosogurtens

Pawan Kumar /g_/

Reprint Date /
Hara: 17.05.2022

Reprint Date /
Hara: 17.05.2022

Reprint Date /
Jara :17.05.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml B
Ilpoaykr: Ketopon®™ (keToponak) pacTBOp /15l BHYTPHBEHHOTO W BHYTPHMBILIEHHOro BBeAeHUs, 30 Mr/mi
Batch No / 1 V220322 Batch Quantity / : 272727ampules /
Cepus Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001591656 Date of Analysis / : 17.05.2022
AHajuTHYecKHi oTueT No JlaTa ananunsa

Date of Manufacture / : April. 2022 Date of Expiry / : Mar.2025
Jara npounsBoacrsa T'ogen no

Analysis performed according ND / Anann3 nposegen mo HJI: JII1-001365-170222
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13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Mo 1 wMn B ammynsl W3 | ina carton pack. /
CBETO3ALIUTHOI'O crexia | I[To 1 w~Mn B aMIoynsl M3
kopruHeBoro knacca I (USP). B CBETO3AIMTHOIO CTEKJIAa KOPUIHEBOTO
BepXHEH 4acTH aMIyNbl HAHECeHbl | WM  TEMHO-KOPMYHEBOTO  [IBETa
KOJBIIO W TOuka Juisi pasnoma. Ha | wnacca I (USP). B BepxHeil vactu
amITyJly HaKJIEUBaIOT 3TUKETKY. aMITylBl HaHECEHBl KOJbLO U TOYKa
IIo 10 amMmyn ¢ MHCTpyKUMe# mo | mans pasnoma. Ha ammyny HakieuBaroT
TIPUMEHEHHUIO MOMEIAI0T | 3THUKETKY.
B [IBX/anmomuHmeBbIit 611cTED. Ilo 10 amoyn c¢ uHCTpyKuMe#l 1o
Mo 1 6nucTepy B MayKy KapTOHHYIO. | NPUMEHEHHIO NIOMEIAI0T
B [IBX/amoMunneBsIii OnucTep.
Ilo 1 6nucTepy B Ma4Ky KapTOHHYIO;
IUig  cTallMoHapoB: mo 2, 3, 5
OMUCTEPOB B MAYKY KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootBeTcTBumn ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuimensom
XpaHeHue OT CBeTa MecTe IIpH Temnepatype He Bolme 25 °C. He 3aMopaxuBarts.

16 Shelf-life / Cpok roasocT 3 years. / 3 roga.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIpoaykT coorBeTcTBYeT TpeboBaHusM HJJ 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Ankit I1posepenq;, Rac.aaakam OnobpeHo: Menemxkep / PykoBoaurens

é‘ﬁ @i‘mk/ Pawan Kumar 2“/
> 4

Reprint Date / Reprint Date / Reprint Date /
Mara: 17.05.2022 JHara: 17.05.2022 Jara :17.05.2022
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