Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilponykr: Keropon® (keToposiak) pacTsop Jisi BHYTPUBEHHOTO M BHYTPMMBILICYHOTO BBeAeHHUs, 30 Mr/mi
Batch No / : V210623 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amiryn
Analytical Report No / : 890001537954 Date of Analysis / 1 28.07.2021
ApanuTHyecKni oTyer No JlaTa anaausa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npoH3BOaCTBA T'ogen go
Analysis performed according ND / Auanus 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 /u3m.Ne 2 ot 24.08.2020)
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Ipo3paunslii, 6ecBETHBIN pacTBOD.

i.oo Test / IlokasaTenn Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear, colorless to pale yellow

solution. / [Ipo3pauHslii, 6eclBeTHBI
WY CBETJIO-XKENTHIH pacTBop.

2 Identification /
IMopnuHHOCTL

chromatogram of
tromethamine and

OCHOBHEBIX
XpoMmarorpaMme

XpoMaTorpaMme

«KonudecTBeHHOE OnpeieNIeHre»)

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) / BpeMmena ynep)xuBaHHA
MTUKOB Ha

HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YOEpKUBAHUS OCHOBHBIX ITMKOB Ha
pacTBopa
CTaHIAPTHEIX 00pa3loB KeTOpoNaKa
TpOMeTaMMHa 1 HallpoKceHa (pazzen

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»HBaHUsI OCHOBHBIX
MTUKOB Ha XpoMaTorpamMme
HCIEITYEMOTO  PacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpeMeHaM
YAEPKUBAHHUS OCHOBHBIX IIMKOB Ha
XpoMaTorpaMmme pacTBopa
CTaHOApPTHBIX 00pa3LoB KeTOposiaka
TpOMETaMHHa W HampokceHa (pazzen
«KonuuecTBeHHOE OnpenesieHIe»)

3 Clarity / IIpo3pa4yHocTh

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecuennus
npenapara He JOJDKHA NPeBLIIIATh
OMAJIECLEHIIMIO 3TANOHA CpaBHEHMA L.

4 Color / LIBeTHOCTH 0.042 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu qyuHe BOIHBI
430 uM

5 pH 7.32 Between 6.9 and 7.9/6,9-7,9

Remarks : The Product confirms to ND/
Ilpumeqanue: Iponykr cootBeTcTByYeT Tpebopanuam HJJ

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Prepared by /
[Moarororneno: Pardeep Kumar

——

Checked by /
Ilposepeno: Himesh Kumar

M

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykosonunTessb
Pavan Kumar Sharma

-
o
1 —

Reprint Date /
Hara: 28.07.2021

Print Date /
Jlara: 28.07.2021

Print Date /
Jara: 28.07.2021

T
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Product : /

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

AHauTnyecku orueT Ne

JaTa aHanu3a

IpoaykT: Ketopon® (keToposnak) pacTBop /1l BHYTPUBEHHOIO M BHYTPUMBILIEYHOTO BBEJCHHS, 30 Mr/mi
Batch No / : V210623 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Ob6nemM cepan 2,09,090 ammryn
Analytical Report No / : 890001537954 Date of Analysis / : 28.07.2021

Date of Manufacture /
Jara npon3BoacTaa

: Jun-2021

Tonen oo

Date of Expiry /

: May-2024

Analysis performed according ND / Ananus nposenen no HJI: JIII-001365-231118 (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 / Mexann4eckue BKIIOYCHHS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements /
BuanMEbIe YacTHIIBI B cooTBeTCTBUH ¢ TpeOOBAaHUAMU
6B Invisible particles /
HepunuMble YacTHIIEL:
i. Particles > 10 pm/ 22 Not more than 6000 per ampoule /
HacTuip! pasmMepom > He 6onee 6000 na ammyny;
10 Mxm
ii. Particles > 25 pm / 1 Not more than 600 per ampoule /
YacTuLpl pa3sMepoM > He 6onee 600 Ha amITyTy.
25 MKM
7 Related substances / PoacTBeHHbIe IpUMecH
Impurity A / Ilpumecs A 0.14% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / ITpumecs B Not Detected Not more than 0.50 % / He 6omee
0,50 %
Impurity C / IIpumecs C LESSBaRI 0 Not more than 0.50 % / He 6omnee
ess than L.OQ (0.033%) 0.50 %
Impurity D / Ipumecs D Not more than 0.20 % / He 6onee
BDL (Disregard Area 1846) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
Envanaras HeuneHTHUIH- 0.05% 0,20 %
pOBaHHas NpUMeCh
Total impurities / Cymma 0.25% Not more than 1.50 % / He Gonee
npuMeceit 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpoaykr cootsercTBYeT TpeboBanuam HJI 3axmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoxrorosneHo: Pardeep Kumar | IIposepeno: Himesh Kumar | Ono6peno: Menenxep / PykoBoguTemns
P —_ | Pavan Kumar Sharma"_ _ #,._ =
Reprint Date / Print Date / Print Date / -
Hara: 28.07.2021 Harta: 28.07.2021 Jara: 28.07.2021
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Dr. Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMponykTr: Keropon® (keToposiak) pacTBOp /ijis BHYTPMBEHHOIO ¥ BHYTPHMBILIEHYHOr0 BBECHHA, 30 Mr/Mi
Batch No / : V210623 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amrryn
Analytical Report No / : 890001537954 Date of Analysis / : 28.07.2021
AHATHTHYECKHI oTUeT No JlaTra anainza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jara npon3BoJacTBa I'open mo
Analysis performed according ND / Ananu3 nposeaen no HJI: JITT-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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8 Extractable volume /
H3BiexaeMblii 00beM

1.0ml/ 1.0 ma

Not less than label claim (1.0 mL) /
He menee nHomuHansHOro (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuajibHble <=0.725E3/mMr tromethamine / He 6onee 5,8 ED/Mr
HIOTOKCHHBI KETOpOJiaKka TpOMEeTaMUHa

10 Sterility / CrepuiabHocTh Complies / Ctrepunex Should be sterile / Ctepunen

11 Assay / KonnyecTBeHHOe onpeaesieHHe

XJIOpUA

a) Ketorolac tromethamine /
Ketoponaka TpoMeTaMuH

b) Sodium chloride / Hatpus

29.56 mg / 29.56 mMr

4.34 mg/mL / 4.34 mMr/mMn

From 270mg to 33.0mg of
C15H13NO3- C4H 1 NO;3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
pi(e] 33,0 MI C15H|3NO;'C4H11N03
(xeToposiaka TpoMeTaMuH) B 1 M

Between 4.2 mg/mL and 4.5 mg/mL /
Ot 4,2 mr/mn 5o 4,5 Mr/min

12 Alcohol content / ITanoa

11.81%

Between 10.60 % and 12.60 % /
Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
ITpumeuanue: [IpogykT cooTBeTCcTBYET TpeboBanusaM HII

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

——

Checked by /
I[Nposepeno: Himesh Kumar

.

Approved by: Manager/Executive /
OnobpeHo: Menemxep /Iiafgl_afnmenb

Pavan Kumar Sharmai/;,’://

Reprint Date /
Jara: 28.07.2021

Print Date /
Jata: 28.07.2021

Print Date /
Jarta: 28.07.2021
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilponykr: Ketopon® (keropoiak) pacTBop [UIsi BHYTPUBEHHOIO M BHYTPHMBILICYHOTO BBEIeHHS, 30 Mr/mi
Batch No / : V210623 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0nem cepun 2,09,090 amryn
Analytical Report No / : 890001537954 Date of Analysis / : 28.07.2021
AHanuTHYeCcKHH oTIeT N2 JaTa anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jara npounsBoJcTsa I'ogen no
Analysis performed according ND / Ananau3 nposenen mo HJ: JII1-001365-231118 (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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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 Mn B aMmynsl M3 TEMHOTO
crexna knacca I (USP). B Bepxmeii | Ilo 1 M B aMIyNsl U3 TEMHOTO CTEKIA
YacTH aMITyJibl HaHeceHbl konmpllo U | Kkiacca I (USP). B Bepxneit wactu
TOYKa ANA paznoma. Ha ammymy | aMmysbl HaHECEHB KOJIBLIO M TOYKa
HaKJIEUBAIOT STHKETKY. I pasnoMa. Ha aMITysy HakneuBaioT
ITo 10 ammyn ¢ MHCTpyKuUMEH MO | 3THKETKY.
[IPUMEHEHUIO nomemator | Ilo 10 aMmyn ¢ HHCTpyKLIMeH IIo
B [IBX/anroMuHUEBEII 6nHCTED. IPUMEHEHHIO ITOMEUIAIOT
ITo 1 6nmucTepy B Mauky KkapToHHyl0. | B [IBX/amoMuHueBkIH O1HcTeD.
[lo 1 6mucTepy B MauKy KapTOHHYIO,
Ui cTalMoHapoB: mo 2, 3, 5
6711CTEPOB B NAYKy KApPTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootserctBuu ¢ H/I.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ammunienaom

XpaHenue OT CBETa MECTE IIpM Temmnepatype He Brinie 25 °C. He 3aMopaxuBath.

16 Shelf-life / Cpox rognoctu 3 years / 3 roga.

Remarks : The Product confirms to ND/
ITpumeuanue: Iponykr cootseTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
Zaxmouenune: OJOBPEHO

Prepared by /
ITonroroeneHo: Pardeep Kumar

Checked by /
[Tposepeno: Himesh Kumar

e

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykoeoaurens
i -

Pavan Kumar Sharma o=

Reprint Date /

Jarta: 28.07.2021

Print Date /
Jara: 28.07.2021

Print Date /
Jara: 28.07.2021
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