Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

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

IIpoaykr: Keropon” (keToponak) pacTsop Anist BHYTPMBEHHOIO W BHYTPUMBILICHHOTO BBE/ACHUS, 30 Mr/mn
Batch No / 1 V220751 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001615643 Date of Analysis / : 14.09.2022
AHannTnyeckHii oTyet No Jara anannza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025

HJata npoussoacTsa |T'ogen no

Analysis performed according ND / Anann3 nposegen no HJI: JII1-001365-170222

Pagelof4/Crp. 1u3 4

1;,? Test / [Toka3zaTtens Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

IMpo3pauHblit GeclBETHBIH pacTBOD.

[ TlpospayHblii OecUBETHBIH WK
CBETNIO-XKENTHIH pacTBop.

2 Identification /
[loATHHHOCTDL

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
yAepKUBaHUSI OCHOBHBIX NHKOB Ha
XpoMaTorpaMmme UCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YAEpKUBAHUS OCHOBHBIX NHUKOB HA
XpomartorpaMme CTaHAApTHOTO
pacTBOpa KeTopoyaka TpoOMeTaMUHa
U HarpoKceHa (pazpmen
«KoJMuecTBEHHOE ONpeneNIeHHEY)

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
YIOEPXKHBAHUS OCHOBHBIX IIMKOB Ha
Xpomarorpamme JCIBITYEMOTO
pacTBOpa [JOJKHBI COOTBETCTBOBATb
BpPEMEHAM YIEPXHBaHUA OCHOBHBIX
ITMKOB Ha Xpomarorpamme
CTAaHZAPTHOTO pacTBOpa KeTopoiaka
TpOMEeTaMHHAa M HamnpokceHa (paznen
«KonuuecTBeHHOE OnpeeneHUe»)

3 Clarity / IIpo3pauHocThb

Complies / CooTBEeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npemnapara He A0JUKHA TIPEBBILLIATh
ONANECUEHIMIO 3TANOHA cpaBHeHus 1.

4 Color / IlIBeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anvHe BOJHLI
430 Hm.

5 pH 7.28 From 6.9t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/

IIpumeuanue: IlponykT cooTBeTcTRYET TpeboBannsm HJJ

Conclusion : APPROVED /
3axawuenune: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant li

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pyxosogurens
Amit Kumar "\

—

Reprint Date /
Hara:14.09.2022

Reprint Date /
Jata: 14.09.2022

Reprint Date /
Hata : 14.09.2022
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| Product:/  Ketorol (Ketorolac) solution for intravenous and intra1nuscula_rulvr\ﬁév‘<lfﬁrorrelg, 30 mg/ml -
| ITpoaykr: Ketopon' (kertoponak) pacTBOp [UTst BHYTPHBEHHOTO W BHYTPUMBILIEYHOrO BBeAeHU, 30 Mr/ma
Batch No / : V220751 Batch Quantity / : 272727ampules/ |
Cepus Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001615643 Date of Analysis / : 14.09.2022 B
AHaJIHTHYEeCKHH oTUeT No JaTa aHanuza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
JaTa npou3BOACTBA Topen go
Analysis performed according ND / Ananus nposexenr mo HJI: JI[1-001365-170222
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6 Particulate matter / Mexanudeckue BK/IIOUEHHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaumbie gacTuLbl B cootBeTcTBUM ¢ TpeboBaHUAMHU.

6B Invisible particles /
HeBuaynMbie YacTHLIBI:

i. Particles> 10 um/ 27 not more than 6000 per ampoule /
YacTul pasmMepom > He Gonee 6000 Ha amnyny;
10 MxM

il. particles > 25 pm / 02 not more than 600 per ampoule /
YacTULL Pa3MEPOM > He Gonee 600 Ha ammyy.
25 MKM

7 Related substances / PoacTBeHHble mpuMecH
Impurity A / [Ipumecs A 0.14% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / ITpumecs B Below Limit of Detection (LOD = 0.014 %)/ not more than 0.50 % / He Oonee

H 6 [0=0.014°¢ ;
Wxe npefaena odHapyeHus ( %) 0,50 %;

Impurity C / Tlpumecs C Less than LOQ (LOQ = 0.033 %) / Hinxce not more than 0.50% / He Oonee
npenena KOJIMUCCTBEHHOrO ONpeAg/IiCHUA 0 50 %

(TTIKO =0.033 %)
1 [+]

Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not 1:10re than 0.20 % / He Gonee

Hwxe npenena o6Hapyxenns (I10 = 0.014 %) 0,20 %.

Any unspecified impurity / Less than LOQ (0.05%)/ Hxe npenena Not more than 0.20 % / He 6onee
EnunnyHas HeHILCHTMCl)I/ILlI/I— KonuecTBeHHoro onpeaenenus (IMKO = 0,20 %.
pOBaHHas MPUMECH 0.05 %)
Total impurities / Cymma 0.14% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: IlponykT cooTeercTBYET TpeGoBanuam HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Ramakﬁa i\ IIpoBepeno: Pardeep Kumar | Opobpeno: Menemxep / Pykosoaurens
' ! Amit Kumar
N -
Reprint Date / Reprint Date / Reprint Date /
Hara:14.09.2022 Jara: 14.09.2022 Hata : 14.09.2022

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
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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JlaTa npou3BoACTBA

Togen mo

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

Mpoaykr:  Kertopoa" (keToposiak) pacTBOp Ajisi BHYTPUBCHHOTO W BHYTPHMBILLEMHOTO BBEACHHS, 30 MI/Mn
Batch No / : V220751 Batch Quantity / : 272727ampules /
Cepus Ne Oobem cepuu 272727 amnyn
Analytical Report No / : 890001615643 Date of Analysis / 1 14.09.2022
AHANMTHYECKHNH oTYeT No JlaTa aHanu3za

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025

Analysis performed according ND / Anann3s nposeaen no HJI: JIT1-001365-170222
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8 | Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HN3Bnekaemblii 00beM He meHee HomuHansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bbakrepunanshbie <=0.725 ED/mMr tromethamine. / He 6onee 5,8 EDQ/Mr
IHAOTOKCHHBI KETOpOJIaKa TPOMETaMMHA.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / Jlomxen ObiTh
CrepnabHOCTb (1151 KAXKAOH CTEPUBHBIM.
15-0ii cepun)

11 Assay / KoinuecTBeHHOe 29.59 mg /29.59 mr From 27.0mg to 33.0mg of

onpeaeeHue Ci5H13NO;3- C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0 MI C15H13NO3'C4H|1NO3
(xeToposaka TPOMETaMHH) B 1 MIL.
12 Alcohol content / ITaHon 11.77 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

ITpumeuanue: Ilpoaykr cooTBercTByeT TpeboBanusm HJT

Conclusion : APPROVED /
3akmawuenne: OJIOGPEHO

Prepared by /

IMoarorosneHo: Ramall::ﬁm )
ok

]’ll ]

1)’
p

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens
Amit Kumar

N —

Reprint Date /
Jara:14.09.2022

Reprint Date /
Jara: 14.09.2022

Reprint Date /
Jara : 14.09.2022
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUPHUKAT AHAJIN3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular?’Sj’é\éggggfj 6_'61%2:/1111 -
IMpoayxkr: Keropon™ (keroponak) pacTBop /it BHyTPHBEHHOTO M BHYTPUMbILIEYHOTO BBeACHHS, 30 Mr/m
Batch No / : V220751 Batch Quantity / : 272727ampules /
Cepus Ne O61em cepun 272727 amnyn
Analytical Report No / : 890001615643 Date of Analysis / : 14.09.2022
AHajauTH4ecKn# oTvyer Ne Jarta ananusa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
JlaTa npoM3BOACTBA I'ogen no
Analysis performed according ND / Anann3s nposeaen mo HJI: JIT1-001365-170222
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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. /

flo 1 Mn B amnyissl u3
CBETO3aLIUTHOTO cTekna
kopuuHeBoro knacca I (USP). B
BEpXHEN YacTH aMITyJlbl HaHECEHBI
KOJIBLIO W To4yka And pasnoma. Ha
aMIyJly HaKJIEMBAKOT STHKETKY.

Ilo 10 ammyn ¢ MHCTpyKUMEH M0
INPUMEHEHUIO MOMELAIOT
B [IBX/anoMuuneBslii OaucTep.

[To 1 6aucTepy B mauky 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. /

Ilo 1 w™Mn B ammoydasl U3
CBETO3aUIUTHOIO CTEKJIa KOPHUUYHEBOTO
MIH  TEMHO-KOPHUYHEBOTO  LBETa
knacca I (USP). B Bepxueit uactu
aMIynsl HAHECEHbl KONBLO U TO4Ka
1utst paznoma. Ha aMnyny Hak/ieuBaioT

3THKETKY.
[To 10 amnyn ¢ HHCTpYKLMed 00
NPUMEHEHUIO MOMELLAIOT

B [1BX/antoMuHueBbIi Gnucrep.

[To 1 baucTepy B Mauky KapTOHHYIO;
IUIsl  cTalMoHapoB: no 2, 3, 5
O6MUCTEPOB B MAUKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auuuiieHHOM
OT CBE€Ta MeCTe MpH Temreparype He Boile 25 °C. He 3aMopaxknBarth.

16 Shelf-life / Cpok roasoctu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
Ipumeyanue: [poaykr coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

R

Checked by /
IIposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens
Amit Kumar
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Reprint Date /
Jara:14.09.2022

Reprint Date /
Jara: 14.09.2022

Reprint Date /
Jara : 14.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderab.ad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




