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CERTIFICATE OF ANALYSIS

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

CEPTHDHKAT AHAJIHM3A

: - ———ypne dereddys co.
Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Product : /

Ipoaykr: Keropon" (keToponak) pacteop 11 BHYTPHBEHHOIO W BHYTPIHMbILIEYHOTO BBEACHHS. 30 Mr/mn
Batch No / : V220508 Batch Quantity / 1 272727ampules /
Cepus No O0bem cepun 272727 amnyn
Analytical Report No / : 890001604454 Date of Analysis / 1 22.07.2022
AHaJHTHYECKHIT oTyeT No JlaTra ananusa
Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025
Jdara nponszBoacrea I'onen no
Analysis performed according ND / Anasnns nposenen no HJI: JIT1-001365-170222
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ITpospaunslii 6ecuBeTHbIi pacTBop.

1}00 Test / [lokasaTenanb Results / Pe3yabTaThi Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/' Tlpo3pauHblii OeCUBETHBIH WM
CBETJIO-XKENThIH pacTBOp.

2 Identification /
MMopaunnocTb

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) / Bpemeiia
YIAEPKMBAHUS OCHOBHBIX ITHKOB Ha
Xpomarorpamme UCIIBITYEMOro
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YIAEPXXHUBAHHUA OCHOBHBIX IHKOB Ha
Xpomarorpamme CTaHIapTHOTO
pacTBoOpa KeTopojlaka TPOMETaMHHA
u HanpokceHa (paznen
«KonuuecTBeHHOE ONpeneeHUe)

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
YIEP)KMBAHU OCHOBHBIX IIMKOB Ha
Xpomarorpamme HCTIBITYEMOTO

pacTBopa JOJKHBI COOTBETCTBOBATH
BPEMEHAM YIEpPXKHUBAHUS OCHOBHBIX
MMHKOB Ha XpoMarorpamme
CTaHJAapTHOTO pacTBOpa KEeTopoJjiaka
TPOMETaMKMHA U HalpoKceHa (pasnen
«KonuuecTBeHHOE ONpeesieHre»)

3 Clarity / llpospauHocTh

Complies / CooTercTBYyeT

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He J0JDKHA NpeBbIIIaTh
OMNAaNECLUEHLMIO 3TANIOHA CpAaBHEHHUA .

4 Color / LIBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu minHe BOJIHBI
430 am.

5 pH 7.32 From 6.9 t0 7.9./ Ot 6,9 no 7.9.

Remarks : The Product confirms to ND/
llpumeuanue: I1ponykr cooteTcTBYET TpeGoBanusim HJ|

Conclusion : APPROVED /
3akawyenne: OJOEPEHO

Prepared by /
[Toprorosneno: Naresh \Kumar

>

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosozurens
Manoj Kumar '

o

Reprint Date /
Hara: 22.07.2022

Reprint Date /
Hara: 22.07.2022

Reprint Date /
Jara : 22.07.2022

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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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscdfa"f‘vfiﬁ ections, 30 mg/ml
IIpoaykr: Ketopon™ (keToponak) pacTop s BHYTPMBEHHOTO U BHYTPUMbILIEUHOTO BBEACHHUS, 30 Mr/mn
Batch No / : V220508 Batch Quantity / 1 272727ampules /
Cepus Ne Oo6bem cepuu 272727 amnyn
Analytical Report No / : 890001604454 Date of Analysis / 1 22.07.2022
AHanuTHyecKuit oTuet Ne Jara ananu3za

Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025
JaTa npousBoacTBa I'open go

Analysis performed according ND / Anaans nposeaen no HJI: JII1-001365-170222
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6 Particulate matter / MexaHH4YecKHe BKIIOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bunumblie yacTHLIbI B cooTBeTCTBUM € TpeGOBAaHUAMM.
6B Invisible particles /
HeBuaumble yacTuibi:
i. Particles > 10 pm / 09 not more than 6000 per ampoule /
Yactuw pazmMepoM > He Gonee 6000 Ha amnyy;
10 mkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
JacTUL pa3Mepom > He 6osiee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBennbie npumecn
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / IIpumecs B Not detected / He obHapywetta not more than 0.50 % / He 6oiee
0,50 %;
- Less than LOQ (LOQ = 0.033 %) / Huxe
Impurity C / IIpumecs C NPEACNA KOTHHECTBCHHOTD ONpEAEEHNA not more than 0.50 % / He Gonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D not more than 0.20 % / He Oonee
Below Limit of Detection (LOD =0.014 %)/ | 0,20 %.
Huxxe npenena obnapyskenus ([10 =
S i 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6Gonee
EnuHu4Has HeuaeHTHULIH- 0,20 %.
POBAHHAS IPUMECh 0.07%
Total impurities / Cymma 0.27% Not more than 1.50 % / He Goinee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 ma Not less than label claim (1.0 mL) /
H3Bnekaembiii 06bem He MeHee HomuHanbHOro (1,0 M)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: Ilponykr coorBetcTBYeT TpeGoBanusm HJT 3aknouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Naresh \Kumar ITpoeepeno: Pardeep Kumar | Omobpeno: Menemsep / Pykosoautens
: ‘ Manaj Kumar % i
_/ = T A
Reprint Date / Reprint Date / Reprint Date /
Jara: 22.07.2022 Hata: 22.07.2022 Jlara : 22.07.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injection

1s. 30 mg/ml
MpoaykT: Ketopon™ (keToponak) pacTBop A1 BHYTPUBEHHOIO U BHYTPUMBILLEUHOTO BBEACHHUS, 30 Mr/mi
Batch No / : V220508 Batch Quantity / 1 272727ampules /
Cepus Ne O6beM cepun 272727 amnyn
Analytical Report No / : 890001604454 Date of Analysis / 1 22.07.2022
AHaJuTHYeCKUH oTYeT No Jara ananusa
Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025
JaTa npon3zBoacrea T'open no
Analysis performed according ND / Ananns nposexen nmo HJI: JI[1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BbakrepuanbHbie <=0.725 EQ/mr tromethamine. / He 6onee 5,8 EQ/mr
SHIOTOKCHHBI KeTopoJlaka TpOMETaMHHa.

10 Sterility (every 15th batch) / Complies / CtepuieH Must be sterile. / JlomkeHn 6bITb
CrepuibHoCTb (/19 KAXKA0¥ CTEPUIILHBIM.
15-oii cepun)

11 Assay / KosuuecteenHoe 30.01mg / 30.01mr From 270mg to 33.0mg of
onpeaeseHne CysH13NO3-C4H1NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 Mr C15H13N03'C4H||NO3
(xeroponaka TpoMeTaMKR) B 1 mi1.

12 Alcohol content / dTanon 11.51 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeuanue: Iponykt cootBeTcTBYET TpeGoBaHUaM HJT 3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Naresh \Kumar [Tposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoaurens
/ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.07.2022 Hara: 22.07.2022 Hata : 22.07.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTU®PUKAT AHAJIU3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuseufar Injections, Sﬁq fng/ml

IIpoaykr: Keropon™ (keroponak) pacTeop st BHYTPHBEHHOTO W BHYTPHMbILIEYHOrO BBEAEHUA, 30 Mr/mi
Batch No / 1 V220508 Batch Quantity / : 272727ampules /
Cepusi No O6bem cepiin 272727 amnyn
Analytical Report No / : 890001604454 Date of Analysis / 1 22.07.2022
AHanauTuyeckmii oryer No Jara anammsza

Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025
Jara npouzsojacrsa I'onen g0

Analysis performed according ND / Anasus nposexen no HJ1: JIT1-001365-170222 ]
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13 Packaging / Ynakoska

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. /

IMlo 1 wM1n B aMmoynsl 3
CBETO3alLMTHOIO cTekna
kopuuHeBoro kjacca I (USP). B
BEPXHEH YacTH amilyyibl HAHECEHBI
KONbLUO M TOuka Ans pasnoma. Ha
aMITyJly HaKNenBaKoT ITUKETKY.

[To 10 amnyn ¢ uHcTpykLmei Mo
NPHMEHEHUIO TIOMELIAloT
B [IBX/anomMunueBbIii Gnucrep.

ITo 1 6ucTepy B MauKky KApTOHHYIO.

I 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 wmMn B amoyssl 3
CBETO3aILHTHOrO CTEK/1a KOPUUHEBOrO
HWIM  TEeMHO-KODUYHEBOIO  LBETA
knacca I (USP). B BepxHeii uactu
aMITy/bl HaHEeCeHbl KOJILLO M TOYKa
IUist pasznoMa. Ha amnyny HakneuBaioT
3TUKETKY.

[To 10 amMnyn ¢ HHCTpyKuMeil Mo
NPUMEHEHUIO NOMEILAT
B [IBX/anomMunueBsit 6nucrep.

ITo 1 6aucTepy B Nayky KapTOHHYIO;
IUIg  CTauMoHapoB: mo 2, 3, 5
OJIHCTEPOE B MAYKY KapTOHHYIO,

14 Labelling / Mapxuposka

According to ND / B cootetcTBun ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3aimmmenHom
OT CBET4 MECTE NPU TeMIneparype He Boie 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpox roanocTn

3 years. / 3 roja.

Remarks : The Product confirms to ND/
[Tpumeyanne: [Nponykr cooreercTByeT TpeGoBanusm HJT

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

Prepared by /
[Toarorosneno: Naresh-\Kumar

}

/./

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosonutens
Manoj Kumar

{'}m LU

Reprint Date /
Hara: 22.07.2022

Reprint Date /
Hara: 22.07.2022

Reprint Date /
Hata : 22.07.2022
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