Dr.Reddy’s Q‘}

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

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

[ Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular Y}¢AHEE 6488 ml

IpoxykT: Keropon® (keTopoJiak) pacTBOp A/ BHYTPUBEHHOT'O U BHYTPHUMBILIEYHOrO BBEAEHHS, 30 Mr/mn
Batch No / : V211153 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O0bem cepuu 2,09,090 amnyn
Analytical Report No / : 890001553263 Date of Analysis / : 28.10.2021
AHanMTHUEeCKMH oTueT Ne JlaTra aHajan3a

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

JlaTa XMpou3BOACTBA TI'ogen no

Analysis performed according ND / Ananus nposeaen no HJ: JIIT1-001365-231118 (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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i.:) Test / ITokazaTenb Results / PesyabTaThl Specification / Hopma
1 ] Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow

ITpo3pauHblit, 6eCLIBETHEII PACTBOP.

solution. / [Tpo3paunslit, 6eCLIBETHBIN
WU CBETIIO-XKENTHIH pacTBOP.

2 Identification /

IoaMMHHOCTL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMaTorpamme

XpoMaTtorpamme

«KonuuecTBeHHOE onpeneneﬂne»)

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 ynepXuBaHUA
MTHUKOB Ha

HCTIBITYEMOTIO
pacTBopa COOTBETCTBYIOT BpEMEHaM
YIEPKUBAHUA OCHOBHBIX IHKOB Ha
pactBopa
CTaHIApPTHBIX 00pa3LIOB KeTopoaka
TpOMeTaMHHa U HalpoKceHa (pazaen

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 ynep)KHBaHHS OCHOBHBIX
MIHKOB Ha XpoMaTtorpamme
HCOBITYEMOTO  PactTBOpa  JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIepKHUBaHUS OCHOBHBIX IIMKOB Ha
XpoMaTorpamme pacTBopa
CTaHIAapTHEIX 00pa3LiOB KEeTOpoJaka
TpOMEeTaMHMHa M HalpokceHa (paznen
«KonuuecTBeHHOE OfpeeneHHe»)

3 Clarity / IIpospa4yHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecneHuus
npenapara He JO/DKHA IPeBbIIIaTh
OMaJIeCLICHIIMIO 3TAJIOHA cpaBHeHM [

4 Color / lIBeTHOCTDH 0.033Abs Not more than 0.20 at 430 nm /
He 6Gonee 0,20 npu 1THHE BOJIHBI
430 um

5 pH 7.35 Between 6.9 and 7.9 /6,9 - 7,9

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /

[Toaroroeneno: Pardeep Kumar

—

Checked by /
IMporepeno: Himesh Kumar

M

Approved by: Manager/Executive /
Onobpeno: Menemikep / PykoBoauTes
Amit Kumar g

-r“'/.

Reprint Date /
Jara: 28.10.2021

Print Date /
Jlara: 28.10.2021

Print Date /
Jara: 28.10.2021

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: LR5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUDPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Hpoxykr: Ketopoa® (KeToposiak) pacTeop Al BHYTPUBEHHOIO W BHYTPHUMBILIEYHOrO BBEACHHA, 30 mr/mn
Batch No / : V211153 Batch Quantity / : 2,09,090 ampules /
Cepust o O6bem cepuu 2,09,090 amnyn
Analytical Report No / : 890001553263 Date of Analysis / : 28.10.2021
AHandTHYecKuil oTyeT No Jara anaausa

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

JlaTa XIpoH3BOACTBA Topen go

Analysis performed according ND / Auanms nposeaen no HJI: JIIT-001365-231 118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHu4ecKHe BKJIYEHUS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements /
Buaumsie 4acTHLIBI B cooTBeTCTBUH ¢ TPeOOBaHUSIMH
6B Invisible particles /
HepuauMple 4acTULIBL:
i. Particles> 10 pm/ 53 Not more than 6000 per ampoule /
YacTunel pasmepoMm > He 6onee 6000 Ha amnyy;
10 Mxm
ii. Particles>25 pm/ 4 Not more than 600 per ampoule /
YacTHULIb! pa3MepoM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHbIe DPUMECH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6omnee
0,20 %
Impurity B / IIpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / Ilpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1763) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6omnee
EnuHidHas HEWISHTUDULH- 0.07% 0,20 %
pOBaHHas NPUMEChH
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6osee
npumeceit 1,50 %

Remarks : The Product confirms to ND/
[Mpumeuanue: IIpoaykr cooreTcTyet Tpedoparusam HJL

Conclusion : APPROVED /
3axnwouenne: OJOBPEHO

Prepared by /
IoarorosneHo: Pardeep Kumar

<L

—

Checked by /
INposepeno: Himesh Kumar

N B

Approved by: Manager/Executive /
Omno6peno: Menezzkep / Pykosoauresns
Amit Kumar 6 s

S

Reprint Date /
Jara: 28.10.2021

Print Date /
Hara: 28.10.2021

Print Date /
Jara: 28.10.2021

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: L85195AP1984PLC004507

www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Keropon® (KeToposak) pacTBop st BHYTPHBEHHOIO ¥ BHYTPHMbILUEUHOTO BBeAeH S, 30 mr/mn
Batch No / : V211153 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0Bbem cepum 2,09,090 amnvn
Analytical Report No / : 890001553263 Date of Analysis / : 28.10.2021
AHanuTHYecKHi oT4yeT No Jlara ananmza

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

JaTa npous3sojcraa Toaen no

Analysis performed according ND / Ananns nposegen no HJI: JIIT-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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8 Extractable volume /
H3BJiekaemblii 00bem

1.1ml/ 1.1 Mn

Not less than label claim (1.0 mL) /
He menee HoMmunansHoro (1,0 mn)

9 Bacterial endotoxins /
BakrepuanbHble
IHAOTOKCUHBI

<=0.725EU/mg /
<=0.725ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 ED/mr
KETOpOJIaKa TPOMETaMMHA

10 Sterility / CTrepuabHOCTb

Complies / Crepunen

Should be sterile / Ctepunen

11 Assay / KonunuecTBeHHOE ollpeie/ienne

a) Ketorolac tromethamine /
KeToponaka TpoMeTaMuH

30.31mg/30.31 Mr

From 27.0mg to 33.0mg of
C5sH13NOs3-C4H1NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
pi(e] 33,0 MrI C15H13NO3‘C4H11N03
(keTopoJaka TpoOMeTaMKH) B 1 M

b) Sodium chloride / Hatpusa 4.42 mg/ml. / 4.42 Mr/Mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpHL Or 4,2 mr/mi o 4,5 Mr/mn
12 Alcohol content / ITanon 11.52% Between 10.60 % and 12.60 %/

Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
[Tpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBannsam HJT

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
[Moaroroeneno: Pardeep Kumar

Checked by /
[Mporepeno: Himesh Kumar

QJ—/—(.:

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens

Amit Kumar /l/y

Reprint Date /
Jara: 28.10.2021

Print Date /
Jara: 28.10.2021

Print Date /
Hara: 28.10.2021

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

IIpoayxr: Keropon™ (keToposak) pacTBOp AJisi BHYTPUBEHHOTO H BHYTPHMBILIEYHOTO BBEAEHHS, 30 Mr/mn
Batch No / : V211153 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O6bem cepun 2,09,090 ammyn
Analytical Report No / : 890001553263 Date of Analysis / ¢ 28.10.2021
AnanuTndeckuii oTyet No JlaTa ananauza

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

JaTa npoH3BoACTBA Toxen no

Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.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.
Ilo 1 M B amMmynbl HU3 TEMHOIO
crexna knacca I (USP). B Bepxueit | Ilo 1 Mi B aMmyJibl U3 TEMHOTO CTEKIIA
YacTH aMmyibl HaHeceHsl Konblo U | kiacca 1 (USP). B BepxHeH wacTu
TouKa Ui pasnoMa. Ha ammynmy | ammynsl HaHECEHBI KOJNBLO M TOYKA
HAKJICUBAIOT ITHKETKY. [Uts paznoma. Ha aMmImysly HaKJIeHBaOT
ITo 10 amMmyn ¢ HMHCTPYKLMEH IO | 3THUKETKY.
NPUMEHEHHIO noMemtator | [lo 10 ammyn ¢ HHCTpYyKIHeH no
B [IBX/anomuHueBp1i 61HCTED. NPMMEHEHHIO MOMELIAOT
[To 1 6mucTepy B mayky kapToHHyto. | B IIBX/amoMuHUeBbIH OaucTep.
ITo 1 6aucTepy B Ia4Ky KAPTOHHYIO;
IUid  cTauMoHapoB: mno 2, 3, 5
GNUCTEPOB B MaYKy KAPTOHHYO.
14 Labelling / MapkupoBKa According to ND / B cootBerctBuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumieHHOM
XpaHenue OT CBeTa MecTe IpH TeMmriepaType He Bbliie 25 °C. He 3aMmopaxuBath.
16 Shelf-life / Cpox rognoctu 3 years / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: [poaykT coorBeTcTBYET TpeGoBaHusaM HJT

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by /
IMogrorosieno: Pardeep Kumar

Checked by /
[Tposepeno: Himesh Kumar

=)

Approved by: Manager/Executive /
OnobpeHo: Mengmwxep / PykoBoaurens
Amit Kumar

[

Reprint Date /
Hara: 28.10.2021

Print Date /
Jara: 28.10.2021

Print Date /
Jara: 28.10.2021

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




