Dr.Reddy’s Qf-

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: KeTopon® (keToposak) pactBop Ajisi BHYTPUBEHHOTO U BHYTPUMBILICHHOrO BBeAeHHs, 30 Mr/mi
Batch No / : V210764 Batch Quantity / : 2,09,090 ampules /
Cepns Ne O6beM cepun 2,09,090 ammyn
Analytical Report No / : 890001537178 Date of Analysis / : 23.07.2021
AnanurHyeckHii oTyet Ne JaTta aHajau3a
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JaTta npon3BoacTBa Toaen no
Analysis performed according ND / Anann3s nposegen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3sm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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No

Test / [Toxasareanb
No

Results / PesyabTaTbl

Specification / Hopma

1 Description / Onucanune

Clear  colorless solution.
[Ipo3pauHbiii, GecLIBETHBIH PACTBOP.

/

Clear, colorless to pale yellow
solution. / TIpo3pa4Hsblii, 6ecBETHbIH
WK CBETJIO-KEJITHI pacTBOp.

2 Identification /
IMoanuHHOCTL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMaTorpamme

XpoMaTtorpamme

«Konu4ecTBEHHOE ONPEACIEHUEN)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution (Assay
section) / BpemeHa ynepuBaHHA
MUKOB Ha

HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yAEpKUBaHUS OCHOBHBIX NHKOB Ha
pacTtBopa
CTaHapTHBIX 0OPa3LoB KETOpoaka
TpOMEeTaMMHa U HanpoKceHa (pa3aen

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpeMeHa ymep>KUBaHUS OCHOBHBIX
TIMKOB Ha XpoMaTorpaMmme
MCOBITYEMOTO  PacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpeMeHaM
YOEPXUBAHUSI OCHOBHBIX ITMKOB Ha
XpOMaTorpamMme pactBopa
CTaHOApTHBIX 00pa3LoB KeTopojaka
TpOMeTaMHHa M HampokceHa (paszen
«KonuuecTBEHHOE ONPENEIEHNE)

3 Clarity / TIpo3pauHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHuus
npernapara He 0JDKHA NPEBBIIIATE
OTANECHEHINIO 3TATOHA CpaBHEeHus 1.

4 Color / IIBeTHOCTH 0.042 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu [uiiHE BOTHBI
430 uM

5 pH 7.30 Between 6.9 and 7.9/6,9 - 7,9

Remarks : The Product confirms to ND/
[Tpumeuanue: [IpoaykT coorBeTcTBYET TpeGoBaHmaM HJJ

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IMoaroroeneno: Pardeep Kumar

Checked by /
[Ipoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PYKoBoOHUTE b
Manoj Kumar

2

Reprint Date /
Hara: 23.07.2021

Print Date /
Hara: 23.07.2021

Print Date /
Jara: 23.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon" (keToponak) pacTBop JUlsl BHYTPHBEHHOIO H BHYTPUMBILIEUHOTO BBEAEHHUS, 30 Mr/mMn
Batch No / : V210764 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 ammyn
Analytical Report No / : 890001537178 Date of Analysis / : 23.07.2021
AHanurnyecknii oTuer Ne JaTa anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npon3BocTBa T'ogen g0
Analysis performed according ND / Ananu3s nposenen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexann4yeckue BKIOYEHHS

6A Visible particles /
BuauMsle 4acTUUBI

Complies / CoOTBETCTBYET

Should correspond to requirements /
B cooTBeTcTBHH ¢ TpeOGOBaHUIMH

6B Invisible particles /
HeBuauMebIe YacTHIBI:

BDL (Disregard Area 1963)

Any unspecified impurity /
EpvHu4Has HeMAEHTUDUIU-
pOBaHHAs TIPUMECH

BDL (Disregard Limit 0.05%)

i. Particles > 10 pm/ 18 Not more than 6000 per ampoule /
YacTuipl pazmMepom > He 6onee 6000 Ha amITy1y;
10 MxMm
ii. Particles> 25 pm/ 0.9 Not more than 600 per ampoule /
YacTuipl pazMepom > He 6onee 600 Ha amImyiny.
25 MKM
7 Related substances / PoxcTBenHble npuMecH
Impurity A / ITpumecs A 0.14% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / Ilpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / Ilpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6Gonee
ess than LOQ (0.033%) 0.50 %
Impurity D / I[Tpumecs D Not more than 0.20 % / He 6onee

0,20 %

Not more than 0.20 % / He 6onee
0,20 %

Total impurities / Cymma
npuMecei

0.14%

Not more than 1.50 % / He 6Gomnee
1,50 %

Remarks : The Product confirms to ND/
IMpumeuanwue: IlpongykT cooTBeTcTBYeT TpeboBaHuaM HJI

Conclusion : APPROVED /
3akawgenne: OJOBPEHO

Jara: 23.07.2021

Jata: 23.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Pardeep Kumar | IIpoeepero: Himesh Kumar | OmobpeHo: Menemxep / PykoBoaurens

CD{-’_: — ——, | Manoj Kumar @zﬂ)
Reprint Date / Print Date / Print Date /

Jara: 23.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposnak) pacTop AJisi BHyTPUBEHHOIO W BHYTPMMBILLIEUHOTO BBEASHHS, 30 Mr/mi
Batch No / : V210764 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepuu 2,09,090 amnyn
Analytical Report No / : 890001537178 Date of Analysis / : 23.07.2021
AHaanTa4YecKHil oTyeT No JaTta ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JaTta nmpon3BoacTBA T'ogen oo

Analysis performed according ND / Anaiaus nposeaen no HJI: JIII-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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8 Extractable volume /
HsBaekaemMblii 00bem

1.1ml/ 1.1 mn

Not less than label claim (1.0 mL) /
He menee HomuHabHOTO (1,0 MIT)

9 Bacterial endotoxins /
BakrepnanabHble
IHAOTOKCHHBI

<=0.725EU/mg /
<=0.725E3/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 EQ/Mr
KeTOopoJiaka TpOMeTaMHHa

10 Sterility / CrepuibHocTb

Complies / Crepunen

Should be sterile / Ctepunen

11 Assay / KosimdecTBeHHOE onpeaesieHue

a) Ketorolac tromethamine /
Ketoponaka TpoMeTaMHH

XJIopu

b) Sodium chloride / Hatpus

29.38 mg /29.38 mr

4.41 mg/mL / 4.41 mr/mn

From 27.0mg to 33.0mg of
C15H13NO3- C4H; 1NO;3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
o 33,0 MTI C15H13NO3'C4H11N03
(keToponaka TpoMeTaMMH) B 1 M1

Between 4.2 mg/mL and 4.5 mg/mL /
Ot 4,2 mr/mi no 4,5 mr/mMn

12 Alcohol content / ITanon

11.78%

Between 10.60 % and 12.60 % /
Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykTt coorBeTcTBYET TpeboBauusam HJT

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

Prepared by /
IToarororneno: Pardeep Kumar

<l

Checked by /

[Mposepero: Himesh Kumar
—— | Manoj Kumar >

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTens

Reprint Date /
Hara: 23.07.2021

Print Date /
Jata: 23.07.2021

Print Date /
Hara: 23.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A
[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon™ (keToposiak) pacTBOp Ajisi BHYTPHBEHHOrO W BHYTPHMBbILLEYHOTO BBeAeHUs, 30 Mr/mi
Batch No / : V210764 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O61bem cepun 2,09,090 amnyn
Analytical Report No / : 890001537178 Date of Analysis / : 23.072021
AHa/JINTHYECKUH oTYeT Ne JlaTa ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
daTa npou3BoacTBa T'ogen no
Analysis performed according ND / Ananns nposeaen mo HJI: JIIT-001365-231118 (amend Ne 1 from
14.01.2020 /musm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uam.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka 1 mL in class I amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is
attached to ampoule. attached to 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
m in a carton pack.
ITo 1 mMn B ammynsl U3 TEMHOTO
crexna knacca I (USP). B Bepxueit | Ilo 1 M B aMIynbsl U3 TEMHOTO CTEKNIA
YacTH aMIyJisl HaHeceHsl konblo 1 | kiacca I (USP). B BepxHell uacth
Touka Hns pa3noMa. Ha ammynmy | amimyssl HaHeceHBl KONBLO M TOUYKa
HAKJIEUBAIOT ITUKETKY. Ui paznoMa. Ha aMITyny HaKIeuBaoT
ITo 10 ammyn ¢ MHCTpYKUWEN IO | 3THKETKY.
TTPUMEHEHUIO noMemnaoT | [lo 10 ammyn ¢ HHCTpYKLMEH IO
B [IBX/amoMunueBslit 6nuctep. NIPUMEHEHHUIO [OMEINAOT
Mo 1 6aucTepy B Mauky kapToHHyw. | B I[IBX/amroMuHHeBBIH OnucTep.
ITo 1 6nucTepy B Ma4yKy KApTOHHYIO;
Ui crauuMoHapoB: mo 2, 3, S
OJIHCTEPOB B NAaYKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBetcTBUH ¢ H]I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumenHoM
XpaHeHnune OT CBETa MecTe NpHU TeMIiepaType He Brinle 25 °C. He 3aMopaxuBarts.
16 Shelf-life / Cpok roaHocTn 3 years / 3 ropna.

Remarks : The Product confirms to ND/
IMTpumeuanue: [IponykT cooTBercTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoxarotorneno: Pardeep Kumar

=f=

Checked by /
Iposepeno: Himesh Kumar

Qg.—\:"‘*,

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

Reprint Date /

Hara: 23.07.2021

Print Date /
Jara: 23.07.2021

Print Date /
Jata: 23.07.2021
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