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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOHUKAT AHAJIN3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoxykT: Ketopon™ (keToposiak) pacTBop Ajis BHYTPUBEHHOIO H BHYTPUMBIIIEYHOTO BBEAEHHS, 30 MI/Mi
Batch No / : V220288 Batch Quantity / : 209090ampules /
Cepusa Ne O6bem cepnu 209090 amnyn
Analytical Report No / : 890001589281 Date of Analysis / : 30.04.2022
AnaanTHyeckHuii oTyet Ne JaTa anannza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JaTa npou3BoacTBa T'ogen go
Analysis performed according ND / Ananu3s nposeaen mo HJI: JIT1-001365-170222
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No

Test / [Tokazarens
Ne

Results / PesynbTaThl

Specification / Hopma

1 Description / Onucanue

Clear  colorless  solution. /
ITpo3pauHslii GecBETHBIHA pacTBOP.

Clear colorless to pale yellow solution.
/' Tlpo3pauHbiii OecLBETHHIH WIU
CBETIIO-KENITBIH PacTBOP.

2 Identification /
IMognnHOCTD

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
YIOEpXXHMBAHHUS OCHOBHBIX [THKOB Ha
XpoMmarorpamme UCTILITYEMOI'O
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YIEepXHUBaHUsA OCHOBHBIX IHKOB Ha
XpoMaTorpamme CTaHIapTHOTO
pacTBopa KeTopojiaka TpOMETaMHHa
[’} HaIpoKCeHa (pasmen
«KonuyecTBeHHOE OTIpeaeIeHHE»)

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)KUBaHHs OCHOBHBIX ITMKOB Ha
XpoMaTorpamme HCTIBITYEMOT0
pacTBopa IOMKHBI COOTBETCTBOBAThH
BpEMEHaM YACP)KMBAHUI OCHOBHEIX
IUKOB Ha XpoMarorpaMme
CTaHIAPTHOIO PAcTBOPa KETOpoliaka
TpOMEeTaMHHAa U HanpoKceHa (pasmen
«KonnyecTBeHHOE OnpeaeieHHe»)

3 Clarity / IIpospa4uHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHus
npenaparta He JOJXKHA [PeBbIIaTh
OTAJIECHEHIMIO 3TAJI0HA CpaBHEeHHs I.

4 Color / IIseTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JutnHe BOJIHBI
430 HM.

5 pH 7.34 From691t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
Ilpumeuanue: [IponykT cooTBeTCTBYET TpeGoBaHusam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarororneno: Pardeep Kumar

<

Checked by /
ITposepeno: Himesh Kumar

ez dm i

Approved by: Manager/Executive /
OnobpeHo: Mewnepxkep / Pykosoauresns
Pawan Kumar

Reprint Date /
Mara: 30.04.2022

Reprint Date /
Hara: 30.04.2022

Reprint Date /
Hara: 30.04.2022
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Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHUO®PHUKAT AHAJIM3A Tel : 491 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and 1ntramuscular“iﬁ33cTi6;1§u 3JO“ﬁié/ml
IIpoaykr: Kertopon® (keToposak) pacTBOp [Uis BHYTPUBEHHOrO H BHYTPHUMBILIEYHOrO BBEAEHHUS, 30 Mr/mu
Batch No / : V220288 Batch Quantity / : 209090ampules /
Cepus Ne O6nemM cepun 209090 amnyn
Analytical Report No / : 890001589281 Date of Analysis / : 30.04.2022
AHATHTHYECKHI oTueT No Jlara anaanza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
HaTta npon3BojacTsa Tonen go
Analysis performed according ND / Anaaus nposenen o HJI: JIIT-001365-170222
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[Tpumeuanue: Ilponykr cooTseTcTBYET TpeboBanuam HJI

6 Particulate matter / Mexann4yeckue BKJIIOYEHUS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
Bunumsle qacTuiisl B cooTBeTCTBUH ¢ TpeOOBaHUAMH.
6B Invisible particles /
HeBuayuMmele 4acTHIBI:
i. Particles> 10 pm/ 08 not more than 6000 per ampoule /
Yactun pazMepom > He 6onee 6000 Ha aMmyIy;
10 MkM
ii. particles > 25 pm / 01 not more than 600 per ampoule /
YacTHUI] pa3sMEPOM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTeBeHHbIe MpUMeCH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He Oosee
0,20 %;
Impurity B / IIpumecs B Not detected / He o6uapyxena not more than 0.50 % / me Gonee
0,50 %;
s Less than LOQ (LOQ = 0.033 %) / Huxe
Impurity C / Ilpumecs C [peIena. KoNHNECTBERHOND ONpeaeNeHHs not more than 0.50 % / He OGonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Less than LOQ (LOQ = 0.047 %) / Hinxe not more than 0.20% / He Oonee
npejena KoJNM4eCTBEHHOTO OnpeaeneHHs 0,20 %.
(ITIKO = 0.047 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
ENMHMYHas HEHMNIEHTADHIHN- 0.08 % 0,20 %.
pOBaHHas MPUMEChH
Total impurities / Cymma 0.23 % Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
H3Bnekaemblit 00bemM He menee HomuHansHoro (1,0 mi)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akaouenue: OJOBPEHO

Prepared by /
[Noarotorneno: Pardeep Kumar

-

Checked by /
ITpoBepeno: Himesh Kumar

—
“+

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoonurens

Pawan Kumar S )

Reprint Date /
Hara: 30.04.2022

Reprint Date /
Hara: 30.04,2022
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Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IMpoaykr: Ketopon® (xeToposiak) pacTEOp UIsi BHYTPHBEHHONO W BHYTPHMbIIIEYHOrO BBeACHHUS, 30 Mr/mn
Batch No / : V220288 Batch Quantity / + 209090ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001589281 Date of Analysis / : 30.04.2022
AHaaaTHYeCKHH oTUeT No JlaTa aHasu3a
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTta npon3BoOACTBA T'ogen no

Analysis performed according ND / Anann3 npoegen mo HJI: JI1-001365-170222
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15-oii cepumn)

CTepuIBHOCTD (ANs KAXKA0H

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnanbHbie <=0.725 EB/mr tromethamine. / He 6oxee 5,8 ED/Mr
3HAOTOKCHHBI KETOpOIaKa TPOMETaMUHa.

10 Sterility (every 15th batch) / Complies / Crepunex Must be sterile. / JlomkeH ObITh

CTEPHNIbHBIM.

11 Assay / KonnuyecTBeHHOe

29.67mg / 29.67Mr

From 27.0mg to 33.0mg of

onpeaesieHue CisH1aNO3 CsH11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mmr
no 33,0 Mr C15H13N03‘C4H11N03
(keTopoJaka TPOMETaMHH) B 1 MJL.
12 Alcohol content / Tanon 11.78 % From 10.60 % to 12.60 %. /

Ort 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
[Tpumeuanue: IIpoaykT coorBeTcTByeT TpeboBanusM H/I

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Jlarar 30 04 2027,

Jata: 30.04.2022

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

[Moarorosineno: Pardeep Kumar | [Iposepeno: Himesh Kumar Onobpeno: Menemixep / Pykosoaurensb
I f Pawan Kumar !',

Reprint Date / Reprint Date / Reprint Date /

Jara; 30.04.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pistt. Solan, H.P,, 173 205, INDIA

CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02
’?roduct :/  Ketorol (Ketorolac) solution for intravenous and intramuscular mjections, 30 mg/ml
Ipoaykr: Ketopon® (keToposak) pacTBop uisi BHyTPMBEHHOTO W BHYTPMMBIILEYHOrO BBeACHHS, 30 Mr/mn
Batch No / : V220288 Batch Quantity / + 209090ampules /
Cepus Ne O6bem cepun 209090 ammymn
Analytical Report No / : 890001589281 Date of Analysis / : 30.04.2022
AHANHTHYECKHH oTyeT No JlaTa ananusa
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JaTta npou3BoacTBa TI'open no
Analysis performed according ND / Ananns nposeen no HJI: JI[1-001365-170222
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13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. 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
Mo 1 wmn B amnyiasl ®3 | ina carton pack. /
CBETO3aIUTHOTO crexia | [To 1 wMm B  aMmoynsl  ©3
kopuuHeBoro kiacca I (USP). B CBETO3AIIMTHOrO CTEKJIA KOPUYHEBOIO
BepXHed 4acTH aMmyjbl HaHeCceHBl | WIH  TEMHO-KOPDHYHEBOrO  LBETa
KOJIBIIO ¥ TOUka 1 pasnoma. Ha | wiacca I (USP). B Bepxueil wactu
aMITyJTy HaKJIEUBaIOT STUKETKY. aMITyJibl HaHECEHBl KONBLIO M TOYKa
ITo 10 ammyn ¢ uHCTpyKuwel mo | mnspasnoma. Ha ammyny HakneusaioT
MPUMEHEHHIO HOMEIIAIT | STUKETKY.
B [IBX/anoMuHueBblii Gnucrep. [Io 10 ammyn ¢ HHCTpPYKLMEH IO
o 1 6nucTepy B Mayky KapTOHHYIO. | TNPUMEHEHHIO MOMELLAIOT
B [IBX/anioMuHueBbIi OIUucTep.
1o 1 6nucTepy B MauyKy KapTOHHYIO;
IUIA CcTallMoHapoB: mno 2, 3, 5
OJMCTEPOB B MayKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootserctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHOM
Xpanenue OT CBeTa MecTe MpH TeMieparype He Bolwe 25 °C. He 3aMopaXHBaTh.
16 Shelf-life / Cpok rognoctu 3 years. / 3 rona.

Remarks : The Product confirms to ND/
TTpumeuanue: [Tpoaykr coorBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axnouyenue: OJJOBPEHO

Prepared by /
[ToarorosneHo: Pardeep Kumar
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Checked by /
[Ipoeepeno: Himesh Kumar

C-‘_-“--.) i

~

Approved by: Manager/Executive /
Onobpeno: Menemikep / PykoBonurens
Pawan Kumar '
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