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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IMpoayxr: Keropon™ (keToponak) pacTsop Asis BHYTPHBEHHOTO 1 BHYTPUMbILIEYHOrO BBEAEHHS, 30 MI/mt
Batch No / 1 V220318 Batch Quantity / : 272727ampules /
Cepua Ne Oobbem cepun 272727 amnyn
Analytical Report No / : 890001590659 Date of Analysis / : 11.05.2022
AHaJUTHYECKHI oTHeT No Jara anamnza

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

Jata nponssoacrea TI'ogen no

Analysis performed according ND / Anajns nposenen mo HJI: JIT1-001365-170222
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IIpospaunbiii 6ecupeTHbIN pacTBOp.

1;.:) Test / [TokazaTenan Results / PezysanTarst Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Ilpo3pauHblii GeCUBETHBIH WM
CBETJIO-XKEITHIH pacTBop.

2 Identification /
MoaanHHOCTL

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
YAEPXKHMBAHUA OCHOBHLIX IUKOB Ha
XpoMaTorpamme HCTIBITYEMOTO
PAacTBOpa COOTBETCTBYIOT BpEMEHAM
YIAEPXHUBAHUS OCHOBHLIX ITMKOB Ha
XpoMarorpamme CTaHAaPTHOTO
pacTBopa KeTopoJlaka TPOMETaMKHa
7 HaIpOKCeHa (paznen
«KONMYECTBEHHOE ONpeNencHue)

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
YIOEPXHMBAHUS OCHOBHLIX IIMKOB Ha
XpoMartorpamme HCIIBITYEMOTO
pacTBopa [OJDKHBI COOTBETCTBOBATH
BPEMEHAM YAEPXKUBAHUS OCHOBHBIX
MHKOB Ha XpoMaTorpaMMe
CTAHIAPTHOIO PacTBOpa KETOPOJaKa
TPOMETaMHHA M HalpoKceHa (pasien
«Konn4ecTBEHHOE Onpeie/ieHHER)

3 Clarity / Ilpo3paynocTn

Complies / CooTtBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHA TPeBLIILATh
OMaJIeCUEHLHIO ITAT0OHa CpaBHenus 1.

4 Color / HeeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6ouiee 0,20 nipu anune BOIHDI
430 Hm.

5 pH 7.29 From 6.9t07.9./0716,9 0o 7,9.

Remarks : The Product confirms to ND/
IIpumeuanne: [Mponykr coorsercTryeT TpeGoBanusm HJ[

Conclusion : APPROVED /
3akiawoyenue: OJJOBPEHO

Prepared by /
[Togroroeneno: Naresh Kumar

a5

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menenxkep / PykopozuTens
Pavan Kumar Sharma ;

o fmn— ==

Reprint Date /
Jara: 11.05.2022

Reprint Date /
Hata: 11.05.2022

Reprint Date /
Hara :11.05.2022
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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 intramuscular injections, 30 mg/ml

Ilpoaykr: KeTopon™ (keToposiak) pacTBOP I BHYTPUBEHHOTO M BHYTPMMBILIEYHOTO BBEACHHS, 30 MI/m
Batch No / 1 V220318 Batch Quantity / : 272727ampules /
Cepust Ne O6nemM cepun 272727 amnyn
Analytical Report No / : 890001590659 Date of Analysis / : 11.05.2022
AHaJuTHYECKHI 0TUeT N2 JlaTa ananusa

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

JaTa npou3sBOACTBA I'open no

Analysis performed according ND / Ananns nposesen mo HJI: JII1-001365-170222
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6 Particulate matter / MexaHH4ecKHe BK/IIOUECHUHA

6A Visible particles /
BuauMbIe YacTHIpI

Complies / CoOTBETCTBYET Should correspond to requirements. /

B cOOTBETCTBUY C TPeOOBAHUAMU.

6B Invisible particles /
HeBuauMbIe HaCTHLBI:

Impurity C / [Tpumecs C

(TIKO = 0.033 %)

Impurity D / ITpumecs D

Any unspecified impurity /

Less than LOQ (LOQ = 0.033 %) / Huxe
npesena KOJIMYECTBEHHOrO ONPEACNeHUA

onpeaenenns (ITIKO = 0.014 %)

i. Particles> 10 pm/ 59 not more than 6000 per ampoule /
Yacrun pasmepoM > He 6onee 6000 Ha ammyny;
10 MxM
ii. particles>25 pm/ 04 not more than 600 per ampoule /
YacTHUL pa3MepoM > He 6onee 600 Ha aMmyIy.
25 MKM
7 Related substances / PoacTeennble npuMecu
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He OGomee
0,20 %;
Impurity B / ITpuMecs B HoRderee Sl LICIoT HEpYRICED not more than 0.50 % / He Gonee
0,50 %;

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

Below limit of detection (LOD=0.014 %)/ | not more than 0.20 % / He Gonee
Huke NpejieNna KOIH4eCTBEHHOrO 0,20 %.

Not more than 0.20 % / He 6oinee

H3ByekaeMblii 06beM

EnuHM4HAs HeuaeHTUGUIHN- 0.07% 0,20 %.
pOBaHHas IPUMeECh
Total impurities / Cymma 0.22 % Not more than 1.50 % / He OGonee
npumecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee somunanssoro (1,0 mr)

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET Tpebosanuam HJ

Conclusion : APPROVED /
3akarouyenne: OJOBPEHO

Hara: 11.05.2022

Hara: 11.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Naresh I?_umar TporepeHo: Pardeep Kumar OnobpeHo: Menemxkep / PykosoauTensb
1 Pavan Kumar Sharma - ——
¥ = e
Reprint Date / Reprint Date / Reprint Date /

Hara :11.05.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Keropon” (keToposak) pacTBOp IS BHYTPHBEHHOIO M BHYTPUMBILLIEYHOTO BBEACHHA, 30 Mr/mn
Batch No / : V220318 Batch Quantity / : 272727ampules /
Cepna Ne Qonem cepun 272727 amnyi
Analytical Report No / : 890001590659 Date of Analysis / : 11.05.2022
AHanuTHYeCKH oTUeT Ne Jlara amajam3za
Date of Manufacture / : April.2022 Date of Expiry / : Mar.2025
JlaTa npoH3BOACTBA I'open 1o
Analysis performed according ND / Auanns nposeaen mo HJI: JI[1-001365-170222
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9 Bacterial endotoxins /
BakrepHaibHbIe
IHAOTOKCHUHBI

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

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/mr
KETOPOJIaKa TPOMETAMHHA.

10 Sterility (every 15th batch) /

Complies / CrepuneH

Must be sterile. / JlomkxeH ObITh

CTepuibHOCTb (DM KAKAO0M CTEPUIbHBIM.
15-o0ii cepun)
11 Assay / KonnuyecTBeHHOE 30.27mg / 30.27mr From 27.0mg to 330mg of
onpejesieHUe CisH;sNO3- C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 MIr C15H13NO3'C4H11NO3
(keTopoyiaka TPOMETaMHUH) B 1 MIL
12 Alcohol content / ITaHon 11.56 % From 10.60 % to 12.60 %. /

Ot 10,60 % 5o 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykt cooTBeTcTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
Zaxmoyenne: OJJOBPEHO

Prepared by /
[Toaroroeneno: Naresh Kumar

&

Checked by /
Ipoeepeno: Pardeep Kumar

<

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTesib
Pavan Kumar Sharma ... —

Reprint Date /
Jarta: 11.05.2022

Reprint Date /
Hara: 11.05.2022

Reprint Date /
Hara :11.05.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

TIpoaykT: Ketopon™ (keToponak) pacTBop s BHYTPUBEHHOTO U BHYTPHMBILLIEYHOTO BBOACHM, 30 Mr/min
Batch No / : V220318 Batch Quantity / : 272727ampules /
Cepus Ne O6beM cepuu 272727 amnyn
Analytical Report No / : 890001590659 Date of Analysis / : 11.05.2022
AHaTuTHYECKHI oTyeT No Jlara ananusa

Date of Manufacture / : April.2022 Date of Expiry / : Mar.2025
JlaTa mpoH3BOACTBA T'onen go

Analysis performed according ND / Anaans nposeaen mo H/I: JI[1-001365-170222
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13 Packaging / YnaxoBka 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
[lo 1 wMn B awmynsl 3 | ina carton pack./
CBETO3alLHUTHOTO crekma | I[To 1 Mn B ammynsl  H3
xoprunesoro knacca I (USP). B | cBETO3aIUTHOrO CTEK/IA KOPUHEBOTO
BEpXHEH YacTH aMITyJbl HAHECEHbl | MM  TEMHO-KOPUYHEBOrOo  UBETA
KONBIIO W TOYka Ans pasnoma. Ha | wiacca I (USP). B Bepxue#t yacTu
aMIyJly HaKJIEUBalOT 3TUKETKY. aMITyJibl HaHEeCEHbl KOJNBLO M TOYKa
[To 10 ammyn ¢ MHCTpyKUMe# mo | andpasnoma. Ha ammylly HAKNEeHBAIOT
DPUMEHEHUIO MOMEINAIOT | ITUKETKY.
B [IBX/amoMHIHUEBBIH 6aUCTED. [To 10 aMmyn ¢ HHCTPYKLIMEH 110
o 1 6nucTepy B MaUKy KapTOHHYIO. | HPUMEHEHHUIO NOMeIAI0T
B [IBX/amoMuHUEBbIH GIHCTED.
ITo 1 6aMcTepy B MAYKy KapTOHHYIO;
U1 cramMoHapoe: mo 2, 3, 5
OIMCTEPOB B MAYKY KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetctBun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B samummeHHOM
XpaHenue OT CBETA MeCTe IpU TemnepaType He Boite 25 °C. He 3aMOpaxuBaTh.
16 Shelf-life / Cpok rogHocTH 3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Mpumeuanue: [poxykr cooTBercrayer Tpedosanuam HJI

Conclusion : APPROVED /
Zakawouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Naresh Kumar

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykoonuresb
Pavan Kumar Sharma -

r'. -
v
L

Reprint Date /
Jara: 11.05.2022

Reprint Date /

Hara: 11.05.2022

Reprint Date /
Jara ;11.05.2022
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