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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOPHUKAT AHAJIN3A www.drreddys.com

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

Mpoayxr: Keropon™ (keToposak) pacTBOp /Ui BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOTO BBEACHMA, 30 mMr/mn
Batch No / : V230076 Batch Quantity / : 272727ampules /
Cepust Ne Oonem cepun 272727 amity
Analytical Report No / : 890001645731 Date of Analysis / : 15.02.2023
AHanuTHYeCKHii oTueT No Jlara anaauza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npousBojicTsa T'ogen no

Analysis performed according ND / Ananus nposejies mo HJI: JIT1-001365-170222
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NN:) Test / IlokasaTesnb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.

IIpo3payHbIA cBeTO-KeNThI | / Tlpo3pauHblii OGeCLBETHBIH WM

pacTBop.

CBETIIO-KEITbIH pacTBop.

2 Identification /
IMoaMMHHOCTL

The retention times of the ma

in | The retention times of the main peaks

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
yAEPKMBAHKS OCHOBHBIX MUKOB Ha | yNEPXXKMBAHKMS OCHOBHBIX ITMKOB Ha
XpOMAaTOTpaMMe HCTIBITYEMOIO | XpOMarorpamme UCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa MOJDKHBI COOTBETCTBOBATh
yJIepKUBaHUA OCHOBHBIX MHKOB HA | BpEMEHaM YIAEPKHBAHHA OCHOBHBIX

Xpomarorpamme CTaHOApPTHOTO | IHKOB Ha XpoMaTorpamme
pacTBopa KeTOpOJiaka TPOMeTaMHHa | CTaHAApPTHOro pacTBOpa KETOponaka
1 HATPOKCEHA (pasmen | TpOMeTAMWHA M HANpOKceHa (paznien

«KonnuecTBeHHOE onpe):[eneHHe»)

«KonuecTBEHHOE OnpeieNieHue»)

3 Clarity / IIpospaunocTh

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnmanecueHums
npenapara He JOJDKHA IIPEBBILIATE
OIaJIECLEHIIMIO 3TalIOHa cpaBHeHu L.

4 Color / LIBeTHOCTB 0.05 Not more than 0.20 at 430 nm. /
He 6omnee 0,20 rpu A1MHE BOJIHE!
430 uMm.

5 pH 7.38 From 6.9 to 7.9./ Ot 6,9 no 7.9.

Remarks: The Product confirms to ND/

I[Tpumeuanue: [TpoaykT cooTseTcTBYET Tpebosanusam HJL

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
TMoarorosneno: Ramakant

Checked by /
I[Mposepeno:, Pardeep Kumar

.

Approved by: Manager/Executive /
Opo6peno: Mernemxep / PykosoauTens
Manoj Kumar ¥

f
L

L4

ngﬂb’@
Reprint Date /

Hara:15.02.2023

Reprint Date /
Jara: 15.02.2023

Reprint Date /
Hara : 15.02.2023
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUO®HKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml
Hpoayxr: Ketopon" (keroponak) pacTsop s BHyTPHBEHHOIO M BHYTPHMbILLICHHOTO BBEACH A, 30 Mr/min
Batch No / : V230076 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amriyn
Analytical Report No / : 890001645731 Date of Analysis / : 15.02.2023
ApasaTHdecKuii oryer No JlaTa ananusa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npon3BoAcTBa I'open no
Analysis performed according ND / Ananus nposexen no HJL: JII1-001365-170222

Page2 of4/Crtp.2u3 4

6 Particulate matter / MexaHu4ecKHe BKIOYEHHS

6A Visible particles /
BuaUMEbIe YaCTHILIbI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTeeTcTBHH C TpeOOBAHUAMHU.

6B Invisible particles /
HeBuayuMbie 4acTULIBL:

Any unspecified impurity /
EnvHuyHas HeHISHTUULIU-
pOBaHHas IPUMECh

Huxe npenena obuapyxenus (IO = 0.014 %)

i. Particles> 10 pm/ 04 not more than 6000 per ampoule /
YacTul pa3smMepoM > He Gosiee 6000 Ha ammyy;
10 MxMm
ii. particles>25 pm/ 00 not more than 600 per ampoule /
4acTULl pa3MEPOM > He 6onee 600 Ha aMIyIry.
25 MKM
7 Related substances / PoacTeennbie npumMecu
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / Ilpumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50% / He 6onee
Hibke npenena obuapyxenus (IO = 0.014 %) 0,50 %;
Impurity C / [pumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50 % / He Gonee
npenena KOJIMYECTBCHHOTO OMNpeacicHH 0 50 (y .
(TTIKO = 0.033 %) ’ 0
Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / He Gosnee

0,20 %.

0.06%

Not more than 0.20 % / He Gonee
0,20 %.

Remarks: The Product confirms to ND/

IMpumeuanue: [Ipoaykrt cooteTcTBYeT Tpebopanusm H/T

Conclusion: APPROVED /
Sakmodyenue: OJOBPEHO

Prepared by /
IToAroTOBIEHO: R@makam

Checked by /
[Mpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautens
Manoj Kumar

il
Reprint Date /

Jara:15.02.2023

Reprint Date /
Jara: 15.02.2023

Reprint Date /
Jara : 15.02.2023
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Dr. Reddy's Laboratories Ltd.

Forrmulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

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

CEPTH®HUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykT: Keropon" (keToponak) pacTBOp AJis BHYTPHBEHHOTO U BHYTPHMBILLIEUHOr0 BBeAeHNHs, 30 Mr/miI
Batch No / : V230076 Batch Quantity / :+ 272727ampules /
Cepus Ne O6neM cepuu 272727 amityn
Analytical Report No / : 890001645731 Date of Analysis / : 15.02.2023

AdanurHyeckHnii oTueT Ne

Jlara aHausa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

Jlara npoH3BOACTBA

Togen po

Analysis performed according ND / Anajin3 nposejies no HJI: JII1-001365-170222
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Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnexaemblii 00bem He menee HomuHaIbHOTO (1,0 M)

9 Bacterial endotoxins / <=().725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuaabnbie <=0.725 ED/Mr tromethamine. / He Gonee 5,8 ED/Mr
3HA0TOKCHHBI KeTopoJiaka TPOMeTaMuHa.

10 Sterility (every 15th batch) /

Must be sterile. / JlomxkeH ObITh

CTepuibHOCTh (AN KamKA0M COMPLIES CTepWIbHEIM.
15-oii cepum)
11 Assay / KoauuecTBeHHOe 29.95 mg/29.95 mr From 270mg to 330mg of

C1sH3NO;3-CsH 1 NOs (ketorolac

INoarotoneno: Ramakant

onpejefeHue
tromethamine) per 1 mL./ Ot 27,0 Mr
pi(e} 33,0 MI C15H13NO3'C4H11N03
(keToponaka TpPOMeTaMHH) B 1 MIL.
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /
11.54 % Or 10,60 % no 12,60 %.

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

ITpumeuanue: [1pofyKT COOTBETCTBYET tpeGoBanuaM HIL 3akmouenne: OJJOBPEHO

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

Ipoeepeno: Pardeep Kumar Ono6peno: Menemwxep / PykoBoauTenb

br/ Manoj Kumar w

Qﬁ i
e /
Reprint Date /

Jlata:15.02.2023

Reprint Date / Reprint Date /
Jata: 15.02.2023 Jata : 15.02.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 98166 56001-02

CEPTH®HKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpogykr: Keropon" (keTopoiak) pacTBOp Juls BHYTPMBEHHOTO U BHYTPHUMbILICHHOTO BEC/ICHNA, 30 mMr/mn
Batch No / : V230076 Batch Quantity / + 272727ampules /
Cepust Ne O6beM cepun 272727 amnyin
Analytical Report No / : 890001645731 Date of Analysis / : 15.02.2023
AnanaTHyecKuii oTueT Ne JaTta anagusa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JaTta npon3BoicTEa Topen po
Analysis performed according ND / Auajius nposejen no H; JIT1-001365-170222
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13 Packaging / Ynakoeka

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 w™Mn B aMoyibel U3
CBETO3ALIUTHOTO cTekna
xoprunesoro kimacca 1 (USP). B
BEpXHEN YacTH aMilyJibl HaHECEeHBI
KONBLO M Touka il pasinoMa. Ha
aMITyJ1y HakJeUBAIOT ITHKETKY.

IMo 10 ammmyn ¢ MHCTpYKLMEH 10
NPUMEHEHAO MOMEIIAoT
B [IBX/antoMuumeBblii O1uCTED.

Mo 1 6mucTepy B MaukKy 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. / '

Tlo 1 wMn B aMOydsl U3
CBETO3ALIUTHOIO CTEKIIAa KOPHYHEBOTO
WIM  TEMHO-KOPMYHEBOTO  IIBETA
wiacca I (USP). B BepxHed yactu
aMIIynbl HAHECEHbl KOJBIO M TOUkKa
ans pasnoMa. Ha aMnyJy HaKJIeHBaOT

ITHKETKY.
[lo 10 ammyn ¢ UHCTpYKIWeH IO
NPUMEHEHHIO MOMEIIAOT

B [IBX/amoMHHHEBbIH GIKCTED.

1lo | baucTepy B LIAUKY KAPIUHHYR),
s cramdoHapos: mo 2, 3, 5
GAMCTEPOB B MAYKy KapTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B cootserctun ¢ H/I.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3aiyILIEHHOM
OT CBeTa MecTe TpU Temmneparype He Bpiule 25 °C. He 3aMOpanBaTh.

16 Shelf-life / Cpok rogHocTu

3 years. / 3 roza.

Remarks: The Product confirms to ND/
[Tpumeuanse: [IpogyKT cOOTBETCTBYET Tpedosannam HJL

Conclusion: APPROVED /
3akmouyenne: OJOBPEHO

Prepared by /
[ToaroropneHo: Ramakant

Boul

Checked by /
[Tpoeepeno: Pardeep Kumar

-—

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens
Manoj Kumar

e A

Reprint Date /
Jara:15.02.2023

Reprint Date /
Iara: 15.02.2023

Reprint Date /
Hara : 15.02.2023
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500034, Telangana, India
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