Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBOp ist BHYTPMBEHHOTO M BHYTPUMBIIIEYHOTO BBEeHHs, 30 Mr/mn
Batch No / : V210614 Batch Quantity / : 2,30,000 ampules /
Cepns Ne Oo6beM cepun 2,30,000 ammyn
Analytical Report No / : 890001531991 Date of Analysis / 1 26.06.2021
AHajuTHyecKHii oTyer Ne Hata anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jara npousBoacTBa T'ogen oo
Analysis performed according ND / Ananus nposenen mo H: JII1-001365-231118 (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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[Mpospaunwiii, 6ecupeTiiLlii pacTBop.

1}? Test / TTokazaTtenn Results / PexynhTaThi Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow

solution. / Ilpo3pauiLiii, 6ecupeTiLiit
WIH CBCTIIO-RCITBIH PacTBop.

2 Idontification /
IMoanuHHOCTH

of
and

chromatogram
tromethamine

OCHOBHBIX
XPUMd LU pdMME

IIHMKOB

XpoMaTtorpaMme

«KonnyecTpeHHOE onpenene}me»)

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) / BpemeHna yaepxuBaHus
Ha
ML1bLL YEMULY
pacTBopa COOTBETCTBYIOT BpeMeHaM
YIEpKMBaHUSI OCHOBHBIX ITHKOB Ha
pacTBOpa
CTaHIAPTHHIX 0Opa3loB KeTopoJiaKa
TPOMETaMM1HA U HAaNIPOKCceHa (paznen

The ratention times of the main peale
in the chromatogram of test solution
should correspond to those in the
chromatogram of kctorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpeMena ynepxusBaHWs OCHOBHBIX
TNIMKOB Ha XpoMaTorpaMme
neblryemuL v pacisupa HVIKHbL
COOTBETCTBOBATh BpeMeHaM
YIOSpKUBaHHUSA OCHOBHBIX ITHKOB Ha
XpoMarorpamme pacteopa
CTAaHAAPTHBIX OOpa3LOB KETOpOJakKa
TpOMETaMHHa U HAaHpOKCceHa (paszeln
«KonuiyecTBEeHHOE OTIpeNEIeHUE)

3 Clarity / Ilpo3pauHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He JA0JDKHA IIPEBbIIIATh
ONasnecueHIHIO STATOHA CpaBHEeHU L.

4 Color / I1peTHOCTDL 0.038 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu [UIMHE BOTHBI
430 aM

5 pH 7.34 Between 6.9 and 7.9/6,9-7,9

Remarks : The Product confirms to ND/
[Tpumeuanue: [lponykT cooTBeTcTBYeT TpeboBanusaM HJL

Conclusion : APPROVED /
3akmouenne: OJOGPEHO

Prapared by /
Ionrorosneno: Pardeep Kumar

Checked by /
IMpoeepeno: Himesh Kumar

-

Approved byv; Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens
Pawan Kumar

Reprint Date /
Jlara: 26.06.2021

Print Dale /
Jata: 26.06.2021

Print Dale /
Jlara: 26.06.2021
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml —‘
Mpoaykr: Keropos® (keToponak) pacTsop AllA BHYTPMBEHHOTO ¥ BHYTPHMBILIEUHOTO peesienns, 30 Mr/mi
Batch No / : V210614 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O6bem cepu 2,30,000 ammyn
Analytical Report No / : 890001531991 Date of Analysis / : 26.06.2021
ApanuTaueckuii oTaer Ne JaTa anajusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npoOH3BOACTBA Tonen 10
Analysis performed according ND / Anajin3 npoBeAcH 110 HJ: JI1-001365-2311 18 (amend Ne 1 from
114.01 2020 /msm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 fiam.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHu1ecKHe BRIIOYUCHHUS —|
6A Visihlc particles / Complies / CuuLsLICTBYCT Shonld earrespond to requirements f
BuadMBIe 46G 1 MBI B cooTpeTcrum ¢ TPeOORAITHIMH
6B Tuvisible particles /
1ICBUAMMETE HACTHLIEL
I Turdules ™ 10 pm ! 22 Not more than 6000 per ampoule /
YacTHilbl pasMEPOM = He Souee GUUU HA dMLYIY,
1) M1
ii. Particles>25 um/ 0.4 Mot more (han (LN per ympouls /
YacTHLL! Pa3MEPOM = He 6onee 600 #a amnyiy.
25 MKM
7 Related substances / PoacTBeHHbIE NPHMECH
Impurity A / Tlpumecs A 0.16% Wol wuie than 0.20 % / He fnnee
0,20 %
Impurity B / [Ipumecek B Not Detected Not more than U.5U % / Hu Ouiece
0,50 %
Impurity C / TIpuMech © 0.033° Not more than 0.50 % / He Gonee
Less than LOQ (0.033%) 0.50 %
Impurity D / TTpumecs D Not more than 0.20 % / He Gonee
BDL (Disregard Areal841) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
E npaudHas HeuneHTHGHLHU- 0.06% 0,20 %
poBaHHas NPHMECH
b
Remarks : The Product confirms to ND/ Conclusion : APPROVED/
[Tpumeuanue: [IposyKT COOTBETCTEYCT tpebosannam HJL 3axmouenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToprotoeineno: Pardeep Kumar [Ipoeepeno: Himesh Kumar Onobpero: Menemkep / PykoBOAUTEb
' Pawan Kumar g;
Reprint Date / Print Date / Print Date / '
Jlara: 26.06.2021 Tara: 26.06.2021 Tara: 26.06.2021
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Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTU3A

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

Ipoaykr: Keropon™ (ketoponak) pacTeOp isi BHYTPMBEHHOTO H BHYTPHMBILLEHHOIO BBeAeHHs, 30 Mr/Mi
Batch No / : V210614 Batch Quantity / : 2,30,000 ampules /
Cepus Ne Ob6nem cepun 2,30,000 amnyn
Analytical Report No / : 890001531991 Date of Analysis / 1 26.06.2021
AHanuTHYecKHi oT4eT No Jara ananu3a _

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JaTta npousBojacTBa T'omen no

Analysis performed according ND / Anann3s nposexen mo HJI: JII1-001365-231118 (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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Total impurities / Cymma 0.27% Not more than 1.50 % / He Gonee
nipumeceit 1,50 %
8 Extractable volume / 1.0ml/ 1.0 ma Not less than label claim (1.0 mL) /

Hapnekaemblii 00bem

9 Bacterial endutusius /
BakrepuansHbie
3HAOTOKCHHBI

~=0.723EU/mg /
<=(0.725ED/Mr

He mMenee HoMmunanbsHoro (1,0 M)

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

10 Sterility / CrepunbHocTh

11 Assay / KoJiuecTBeHHOE onpeneienne

Complies / Crepunen

Should be sterile / Crepunen

a) Ketorolac tromethamine /
Kerupuiana 1pumotumuil

30.54 mg / 30.54 mr

From 270mg to 33.0mg of
CrolI N0 Call) 10 {keturulac
tromethamine) per 1 mL / OT 27,0 mr
pile] 33,0 MI C15H13NO3‘C4H11NO3
(xeToposaka TpoMeTaMuH) B 1 Mi

b) Sodivn clilotide / Harpus 4.40 mg/mL / 4.40 Mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpHA Ot 4,2 mr/mn o 4,5 mr/mn
12 Alcohol content / Iranon 11.65% Between 10.60 % and 12.60 % /

Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
Ipumeuanue: TIponykT cootBeTcTBYET TpeGoBanmusam HJJ

Conclusion : APPROVED /
3akaouenue: OJJOGPEHO

Prepared by /
IToarororneno; Pardeep Kumar

o

—

Checked by /
Iposepeno: Himesh Kumar

-~

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykoBonutenn

Pawan Kumar ]g

Reprint Date /
Jata: 26.06.2021

Print Date /
Jara: 26.06.2021

Print Date /
Jara: 26.06.2021
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBop i BHYTPMBEHHOTO W BHYTPUMBbILICYHOrO BBeieHHs, 30 Mr/mi
Batch No / : V210614 Batch Quantity / : 2,30,000 ampules /
Cepnus Ne Obbem cepum 2,306,000 ammyn
Analytical Report No / : 890001531991 Date of Analysis / 1 26.06.2021
AHAJTUTHYECKHH oTueT No Jata anaanza

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JaTta npousBoacTBa T'oxen no

Analysis performed according ND / Ananus nposenen no HJI: JI[1-001365-231118 (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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13 Packaging / Ynakoeka 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
informaltion loullet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum hlister. 1 blisters in a carton pack;

1 hlisters in a carton pack. For in-patient facilities: 2, 3, 5 blisters
m in a carton pack.

Ilo 1 Mn B aMmmynel M3 TEMHOTO
crexna knacca I (USP). B pepxneii | Ilo 1 Ma B aMmysibl M3 TEMHOTIO CTEKJIA
4acTW aMIyJbl HaHeceHsl Konbio M | kimacca I (USP). B BepxHeil uacru
Touka Onms pasnoMa. Ha ammyny | ammyibl HaHeCeHbl KOJBLLIO W TOYKA

HAKJICUBAIOT STUKETKY. 1ig paznoMa. Ha aMnyny HakiieuBaroT
ITo 10 ammyn ¢ HHCTPYKLUHEH 1O | ITHUKETKY.

TIPHMEIIEITHIO nomem@or | [To 10 amMmyn ¢ HHCTpYKLHEH MO
B [IBX/antomuuueBbIN GnucTep. NPUMEHEHUI) LUMELLAR L
Lloe L Lugpn, o pog s vmoen g fjvovisam yims n TRV ‘nmtena st bl Ve

Ilo 1 6nucTepy B na4Ky KapTOHHYIO;
JUI1  CTaluoHapoB: mo 2, 3, 5
GIMCTEPOB B MAaUKy KAPTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootetcTBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuuirieHHOM
XpaHeHue OT CBETa MeCTe NpU TeMnepaType He Beiiie 25 °C. He 3aMOpaxXuBaTh.
16 Shelf-life / Cpok ropnocTu 3 years /3 roga.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [poxykT cooTBeTcTBYET TpeboBanusm HJ 3axmnouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioarotoeneno: Pardeep Kumar | Iposepeno: Himesh Kumar | Opno6peno: Menemxep / PykoBonurens

[‘ C::.A———Q Pawan Kumar % 2

o
7

Reprint Date / Print Date / Print Date /
Jara: 26.06.2021 - | Hara: 26.06.2021 JHata: 26.06.2021
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