Dr. Reddy's Laboratories Ltd.

@e
DI‘. Reddy,s q...’ Formulation Unit-6

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

CEPTHOUKAT AHAJIN3A Tel : +91 98166 56001-02

[ Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscularijeciioed B0cap/ml

ITpoaykr: Ketopon™ (ketoponak) pacTeop /uis BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOTO BBEACHNUS, 30 MI/m
Batch No / : V220249 Batch Quantity / : 209090ampules /
Cepus Ne O0nem cepun 209090 amryn
Analytical Report No / : 890001586204 Date of Analysis / : 14.04.2022
AnanuTnyeckuii oTyer Ne Hata ananuza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JaTa nponzBoacrsa I'onen 1o

Analysis performed according ND / Ananus nposenen nmo HJI: JITI-001365-170222
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i.oo Test / [MoxasaTeab Results / PesyabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
Ilpo3spaunelii 6ecrBeTHLI pacTBOp. / TIlpo3pauHblii GecHUBETHBIN WM
CBETJIO-XKEJITBIN PacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
Hoanunnocts 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
YIOCPKUBAHHMSA OCHOBHBIX IHKOB Ha | YAEPKUBAHWS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme HCTILITYEMOTO | XpOMaTorpamme ACTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM | PacTBOpa MODKHBI COOTBETCTBOBATH
YHACP)XUBAaHUA OCHOBHBIX TNUKOB HA | BpeMEHaM YAEPXWBaHHS OCHOBHBIX
Xpomarorpamme CTaHHApTHOTO | MHKOB Ha XpoMaTorpaMme
pacTBopa KeTopojiaka TPOMETaMMHA | CTAHAAPTHOIO PacTBOpa KeTopolaka
u HarnpokceHa (pasmen | TpomeraMMHa M HarpokceHa (paszen
«K0IM4eCTBEHHOE OTIPeENEHNES) «KonuuecTreHHOE OMpeneICHHE)

3 Clarity / [Ipo3paunocTn Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescerice of reference
suspension I. / OnanecueHuus
npernapara He J0JDKHa TIPeBbIIaTh
ONaJIECLIEHLIUMIO ITAIOHA CpaBHeHUS 1.

4 Color / lgerHOCTH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu anuHe BOJTHbI
430 M.
| 5 pH 7.32 From 6.9t07.9./0t16,9 0o 7,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanwue: Ipoaykt cootBeTcTByeT Tpebopanusam HJJ 3aknouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Honrotosneno: Naresh Kumar | ITposepeno: Pardeep Kumar Onobpeno: MeHemKep_,CymBo,unTenb

@)_/ E . Abhishek Chauhan __

Reprint Date / Reprint Date / Reprint Date /
Hara: 14.04.2022 Hata: 14.04.2022 Hara: 14.04.2022

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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= Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculaminjsatioaridyi0cang/ml
IMpoayxr: Keroposn™ (keToponak) pacTBop i BHYTPHEEHHOTO M BHYTPUMBILIEUHOTO BBEACHHS, 30 Mr/M
Batch No / 1 V220249 Batch Quantity / : 209090ampules /
Cepust Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001586204 Date of Analysis / : 14.04.2022
AHaINTHYECKHH 0T4eT No Jarta ananuza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara upousBoacrea T'ogen no
Analysis performed according ND / Ananus nposegen no HJI: JI[1-001365-170222
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6 Particulate matter / Mexanuyeckue BKIIIOYEHHs
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuavMeie yacTuLpl B cooTBeTCTBHH C TpeGOBaHUAMM.
6B Invisible particles /
HeBunymble yacTHIEL:
i. Particles> 10 pm/ 52 not more than 6000 per ampoule /
Yactun pasmepom > He 6os1ee 6000 Ha aMmmyny;
10 mxm
ii. particles> 25 um/ 02 not more than 600 per ampoule /
YaCcTHLl pPa3MeEPOM > He Oonee 600 Ha aMmyny.
25 MKM
7 Related substances / PoacTBeHHbIe MpumecH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / ue Gonee
0,20 %;
Impurity B / Npumecs B Not detected / He oSapyetta not more than 0.50 % / He Gonee
0,50 %;
: Less than LOQ (LOQ = 0.033 %) / Huxe
Impurity C / Ipumecs C DG KOTHYECTBGHHOTO OHPEIETEHHA not more than 0.50 % / He Gonee
(ITKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20% / He Gonee
npeaena obHapyxenus ([10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.12% Not more than 0.20 % / He 6onee
EnunuyHas Heupentuduny- 0,20 %.
pOBaHHas MPUMeECH
Total impurities / Cymma 0.33% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 1.1ml/1.1 mn Not less than label claim (1.0 mL) /
H3Baekaemblii 06Lem He Menee somunansHoro (1,0 mm)

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoaykT cootBetcTBYET Tpeboparnsam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
[Toaroroeneno: Naresh Kumar

&

Checked by /
ITposepeno: Pardeep Kumar

~—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoantens
Abhishek Chauhan  / . /

Reprint Date /
Hata: 14.04.2022

Reprint Date /
Hara: 14.04.2022

Reprint Date /
Hara: 14.04.2022
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CEPTHOHNKAT AHAJIM3A
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularinj&ediongdcama/ml
Hpoayxr: Keropon™ (keToposnak) pacTBop [uisi BHYTPUBEHHOIO M BHYTPHMBIILEYHOTO BBENEHHS, 30 MI/MT
Batch No / 1 V220249 Batch Quantity / : 209090ampules /
Cepns Ne Ob6bem cepun 209090 amnyn
Analytical Report No / : 890001586204 Date of Analysis / : 14.04.2022
AHaJINTHYECKHH 0TYeT No Jara ananusa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara nponssoacrsa Iomen 1o
Analysis performed according ND / Ananuz nposesen mo HJI: JIIT-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnanbHbie <=0.725 ED/mr tromethamine. / He Gonee 5,8 EQ/Mr
IHAOTOKCHHBI KeTopoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile, / JlomxeH OBITH
CTrepunbHoCTh (A1 KaXKA0H CTEPUIILHBIM.
15-0ii cepun)
11 Assay / Konnuecrsennoe 29.48 mg / 29.48 mr From 27.0mg to 33.0mg of |
onpenejeuHe CisH13NO3 C4H | )NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
a0 33,0 M C15H13N03'C4H11N03
(xeToponaka TpoMeTaMHH) B 1 M.
12 Alcohol content / DTano 11.65 % From 10.60 % to 12.60 %. /
Or 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
[Tpumeuanne: poaykr coorsercTByeT TpeboBaHusam HJT

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IToarorosneno: Naresh Kumar

b

Checked by /
IlpoeepeHo: Pardeep Kumar

ol

Approved by: Manager/Executive /

Onobpeno: Menemkep ) Pykosoantess
Abhishek Chauhan

Reprint Date /
Hara: 14.04.2022

Reprint Date /
Hara: 14.04.2022

Reprint Date /
Hara: 14.04.2022
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Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculamitjectiensy3Geng/ml

IpoaykT: Ketopon" (keroponak) pacTBop uisi BHYTPHBEHHOTO H BHYTPHMBIIEYHOTO BBEAEHNA, 30 MI/m
Batch No / : V220249 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001586204 Date of Analysis / : 14.04.2022
AHaNHTHYECKHH 0TYeT No Jdara ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

Jara npon3BojacTBa Tonen mo

Analysis performed according ND / Auauns nposegen mo HJI: 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. /

Ilo 1 wMn B ammynsl w3
CBETO3aLIUTHOTO cTeKa
kopuuneporo kimacca I (USP). B
BEPXHEH YacTH aMnynbl HaHECEHBI
KOJIbIIO M TOYKa Ui pasnoma. Ha
amItyJly HaKJIEeUBalOT ITUKETKY.

ITo 10 ammyn c¢ uHCTpyKIHEH IO
TIPUMEHEHHIO MOMEIaoT
B [IBX/amoMuHHEBbI GrHCTED.

ITo 1 Gnucrepy B navuky 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 ™M1 B aMoymisl u3
CBETO3AIUTHOTO CTEKJIa KOPHYHEBOI'O
WIH  TEMHO-KOPHYHEBOTO  [IBETA
wiacca I (USP). B BepxHell uvactn
aMITy/bl HaHECEHbl KOJBLUO M TOYKa
It pasnoMa. Ha ammyny HakienBaroTt
ITHUKETKY.

IMo 10 ammyn ¢ MHCTpYKUHMEH IO
NPHUMEHEHHIO MOMEIIAIOT
B [IBX/amomuHmerslit 6iucTep.

ITo 1 6nucTepy B NauKy KapTOHHYIO,
Uil crauMoHapos: mo 2, 3, 5
ONHCTEPOR B NAYKY KAPTOHHYIO,

14 Labelling / Mapkuposka

According to ND / B coorBetctun ¢ HJI,

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiuennom
OT CBETAa MECTeE NpHU TeMIlepaTtype He Bbie 25 °C. He 3amopaxuBarts.

Ll6 Shelf-life / Cpok roanoctu

3 years. / 3 roxa.

Remarks : The Product confirms to ND/
[Tpumeuanue: [Nponykr cooTBercTByeT TpeGopaHusaM HJT

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

Prepared by /
IToarotonnoro: Narcsh Kumar

&y

-

Checked by /
[Iporcpenu: Pardeep Kuinar

-

Approved by: Manager/Executive /

OunuGpenu: Menekep/ Pykosoaurens
Abhishek Chauhan lL '

p

Reprint Date /
Hara: 14.04.2022

Reprint Date /
Hata: 14.04.2022

Reprint Date /
Hara: 14.04.2022
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