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

Mponykr: Ketopon" (keToponak) pacTBOp Uls. BHYTPUBEHHOTO ¥ BHYTPUMbILIEYHOrO BBEAEHHS, 30 Mr/Mn
Batch No / : V220905 Batch Quantity / : 272727ampules /
Cepus Ne Oo0bem cepitn 272727 amnyin
Analytical Report No / : 890001626184 Date of Analysis / : 05.11.2022
AganurTudecknii oruet Ne JlaTa ananusza
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2025
JlaTa npou3BojcTBa TI'onen go

Analysis performed according ND / Anasmu3 npoBeaen mo HJI: JII1-001365-170222

Pagelof4/Crp.1u34

1;00 Test / ITokazarens Results / PesyabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHbiit GeclBETHBIN PacTBOP. / Tlpospaunblli OECLUBETHBIH MM
CBETJIO-XKENIThIH pacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
IToaTMHHOCTD peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
YIEPKUBAHUA OCHOBHBIX TNUKOB Ha | YIEP)KMBAHHMA OCHOBHBIX IIHKOB Ha
XpoMaTorpamme HCOBLITYEMOTO | XpoMmarorpamme HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | PacTBOpa JOKHLl COOTBETCTBOBAThH
yIeP)KUBAHUS OCHOBHBIX IMKOB Ha | BpeMeHaM YAEP)KMBaHUS OCHOBHbBIX
XpoMaTorpamme CTAHOApPTHOTO | MUKOB Ha KpomarorpaMmme
pacTBoOpa KeTopojaka TPOMETaMHHA | CTaHAApTHOIO pacTBopa KeToposaka
7 HalpoKceHa (pasmen | TpomeTaMHHAa M HalpoKCeHa (pasien
«KonnuecTBeHHOE ONpee/ICHUE) «KonuiecTBeHHOE OTIPEAENIEHUEN)

3 Clarity / Ilpo3pa4yHocThb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
Tnpernapara He A0JKHA NPEBbILLATh
ornanecUeHUMIo dTaToHa CpaBHEeHHs L.

4 Color / llgeTHOCTH 0.05 Not more than 0.20 at 430 nm. /

He 6osee 0,20 mpy AIMHE BOJIHBI
430 M.
5 pH 7.33 From 6.9 t0 7.9./0t1 6,9 no 7,9.

Remarks: The Product confirms to ND/

[pumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanHusam HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Jara:05.11.2022

Jara: 05.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Ramakant k [Mposepepio: Himesh kumar | OpoGpeno: Menemxep / Pykgeonurens

Mp\\:/ (F Manoj Kumar wﬁ
Reprint Date / Reprint Date / Reprint Date /

Hara : 05.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IlpoaykrT: Ketopon" (keToponak) pacTBOp jisi BHYTPUBEHHOIO M BHYTPHMbILIEUHOTO BBeAeHHs, 30 Mr/mn |
Batch No / : V220905 Batch Quantity / : 272727ampules /

Cepus Ne OoBbem cepnu 272727 amnyn
Analytical Report No / : 890001626184 Date of Analysis / : 05.11.2022
Ananurdyecknii oryer Ne JaTa ananu3a

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
Jata npousBoacTBa Topen oo

Analysis performed according ND / Auaan3 nposegen no HJI: JIT1-001365-170222
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6 Particulate matter / MexanuiecKkue BKJIKYEHHS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuaMMbI€ 4aCTULBI B cooTBeTcTBUHM € TpEOOBAHUAMU.
6B Invisible particles /
HeBuaumble 4acTULIbI:
i. Particles> 10 pm/ 15 not more than 6000 per ampoule /
YacTul pasMepom > He Gonee 6000 Ha amnyly;
10 MM
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YacTHL pasMEPOM > He 6onee 600 Ha amnyIy.
25 MKM
7 Related substances / Porcreenuble npuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Oosee
0,20 %;
Impurity B / [pumecs B Below Limit of Detection (LOD =0.014 %) / not more than 0.50 % / He Gonee
Husxe npenena o6uapywenus (110 = 0.014 %) 0,50 %;
Impurity C / TIpumecs C Less than LOQ (LOQ = 0.033 %) / Hinxe not more than 0.50 % / He 6osiee
npeaena KoJM4ECTBEHHOro OonpeacneHnus 0 50 (V R
(TIKO — 0.033 %) =y (O
Impurity D / [lpumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore than 0.20 % / He Oonee
Hinke npenena oGuapyxkenns ([10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.07% Not more than 0.20 % / He Oonee
Enunuvnas HeuneHTuhnIy- 0,20 %.
pOBaHHas IPUMECh
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npuMecen 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusaM HJJ 3axawyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Ramakant ‘& IMposepetio: Himesh kumar | Ono6pero: Menemkep / PykosoanTesns
@\L . (ﬂ__’/f—‘; Manoj Kumar h@fi
Reprint Date / Reprint Date / Reprint Date /
Jara:05.11.2022 JlaTa: 05.11.2022 Hara : 05.11.2022
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 Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IlpoaykrT: Keropon" (keToponak) pacTBOp JUisl BHYTPHBEHHOTO M BHYTPHUMbILIEYHOIO BBeAeHMs, 30 mr/mn
Batch No / : V220905 Batch Quantity / : 272727ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001626184 Date of Analysis / : 05.11.2022
Anajnuruyeckuii oruer Ne JlaTa ananuza

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
JlaTa npousBOACTBA I'ogen no

Analysis performed according ND / Ananns nposeaen mo HJL: JI[1-001365-170222
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8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BiiekaemMblii 00bem He menee HomuHanbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepHaibHbIe <=0.725 ED/mr tromethamine. / He 6osee 5,8 E3/mr
IHAOTOKCHHbI KeTopoiaka TpOMEeTaMM1Ha.

10 Sterility (every 15th batch) / Must be sterile. / [omkeH ObITh
CTepuIbHOCTD (A5 KaxKA0H COMPLIES CTEpUIIbHBIM.
15-0ii cepun)
11 Assay / KonuuecTBeHHOe 29.55 mg/29.55 mr From 27.0mg to 33.0mg of
onpeaejeHue CisH13NO;- C4Hi1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 MI C15H13NO3'C4H11N03
(xeToponaka TpOMeTaMKH) B 1 MIL.
12 Alcohol content / 3TaHou 11.84 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/

[pumeuanue: Ilponykr cooTBercTByeT TpeboBannam HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Ramakant IMposepenq: Himesh kumar | Ono6peno: Menemkep / Pykosomirens
hd - C;j,/—:" Manoj Kumar g Vi
/ i 'h“’ Lot
Reprint Date / Reprint Date / Reprint Date /
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Ketopon™ (keToponak) pactBop A/ BHYTPHBEHHOIO ¥ BHYTPUMBbILLIEUHOrO BBEAEHHS, 30 Mr/M
Batch No / : V220905 Batch Quantity / : 272727ampules /
Cepus Ne Oobnem cepun 272727 amnyn
Analytical Report No / : 890001626184 Date of Analysis / : 05.11.2022
AHajguTHuecKHui oTyer Ne JlaTa anaaunia

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

JlaTa npou3BOACTBA T'ogen g0

Analysis performed according ND / Auanu3 nposeaen no HJI: JIT1-001365-170222
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13 Packaging / YnakoBka

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 n a

PVC/aluminum blister.

1 blisters in a carton pack. /

Ilo 1 w™MI B aMmmyisl U3
CBETO3aLIUTHOTO cTekia
kopuuHesoro knacca I (USP). B
BEpXHe#l 4acTU aMIyNlbl HAHECEHbI
KONbLIO M TOouka Ay pasnoma. Ha
aMITyJly HaKkIeHBaloT 3THKETKY.

[To 10 ammyn ¢ HMHCTpYKUMEH IO
NIPUMEHEHHUIO TIOMELIAIoT
B [IBX/antoMuHMeBbIi OnHCTED.

[To 1 6mucTepy B MayKy KapTOHHYIO.

1 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. /

lo 1 Mo B amnynsl U3
CBETO3AILMTHOTO CTEKJIa KOPHUHEBOTO
WIA  TeMHO-KOPUYHEBOTO  LiBeTa
kiracca I (USP). B Bepxueil uyactn
aMITyJIbI HAHECEHBl KOMbLO H TOYKa
ansi paznoMa. Ha amnysy HakjienBaioT

STHKETKY.
ITo 10 amnmyn ¢ HWHCTpYKLHEH IIO
MPUMEHEHHIO MOMEIHAOT

B [IBX/antoMuH1eBslil O1HCTED.

[To 1 6nucTepy B Mavky KapTOHHYIO;
s cranMoHapoB: mo 2, 3, 5
ONIUCTEPOB B MaYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amumiennom
OT CBETAa MECTE MpH Temrepatype He Boile 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roaHocTu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
[Ipumeuanue: Ipoaykt cooTBeTcTBYET TpeboBaHKaM HJI

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

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

IToaroroeneno: Ramakant ITposepero: Himesh kumar Ono6peHo: Menemkep / Pykopoantesnb
@U’\tﬁé/ P Manoj Kumar \T\m el

Reprint Date / Reprint Date / Reprint Date /

Jara:05.11.2022 Hara: 05.11.2022 Hara : 05.11.2022
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