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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
www.drreddys.com

CEPTHOHKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpoaykT: Keropon” (keroponak) pacTBop i BHYTPHBEHHOTO M BHYTPHMbILICYHOTO BBEACHIA, 30 mr/mn
Batch No / : V221068 Batch Quantity / : 272727ampules /
Cepusn Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001634958 Date of Analysis / : 20.12.2022
ApanuTuyecknii ordeT Ne JlaTa ananusa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa npoH3BOACTBA Tonen 10

| Analysis performed according

ND / Ananus nposeaen no HJL: JIIT-0

01365-170222

Page10f4/Crip.1 u3s 4

1}2 Test / [lokaszareanb

Results / PesynbTaThl

Specification / Hopma

1 Description / Onucanune

Clear  colorless  solution.  /
[Ipo3pauHslii 6ecUBETHBIH PAcTBOP.

Clear colorless to pale yellow solution.
/ TlpospauHbili OecLUBETHbIN WK
CBETIO-XKENThIH PacTBOP.

2 Identification /
ToaJIMHHOCTDL

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
y[iepKUBaHHs OCHOBHBIX NUKOB HA
XpoMaTorpaMmme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpPEMEHAM
yIepUBaHHA OCHOBHBIX NMHKOB Ha
XpOMaTorpamme CTaHAapTHOIO
pacTBOpa KeTOpoJiaka TPOMETaMiHa
U HanpokceHa (paznen
«KouecTBEHHOE ONPE/ICICHHEN)

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
yIepKMBaHUA OCHOBHBIX THKOB Ha
XpoMaTtorpamme HCIIBITYEMOTO
pacTBopa JO/DKHbl COOTBETCTBOBATH
BpeMeHaM yAep)KMBaHUA OCHOBHBIX
TTHKOB Ha XpOMaTorpamMme
CTaHAAPTHOTO PacTBOpa KeToponaxa
TpPOMETaMHHA U HalpOKCEHA (paznen
«IOnMueCTBEHHOE OIIPENeIeHUE)

3 Clarity / Ilpozpa4HOCTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnajecueHIHA
npenapara He JOJIKHA NPeBbILIaTh
OMATIECUEHLIVIO ITANOHA cpaBHeHns L.

L

4 Color / llBeTHOCTB 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy JIMHE BOJIHBL
430 M.
5 pH 7.33 From 6.9 t0 7.9. /01 6,9 mo 7.9.

Remarks: The Product confirms to ND/
Tpumeuanue: [poayKT COOTBETCTBYCT Tpebosanuam HJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[MoaroTosneHo: Pravesh Rana

j.'i,

Checked by /
Tposepeno; Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBOaUTEIb
Amit Kumar f&

[ M.‘;\_}‘;//-’/_

Reprint Date /
Jara:20.12.2022

Reprint Date /
Jlara: 20.12.2022

Reprint Date /
IMara : 20.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hill

s, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpopykT: Keropon" (keroposnak) pacTBop Ajis BHYTPUBEHHOIO H BHYTPHMBIIIEYHOTO BReAeHNs, 30 mr/ma |
Batch No / : V221068 Batch Quantity / : 272727ampules /
Cepust Ne O0beM cepHH 272727 amnyin
Analytical Report No / : 890001634958 Date of Analysis / : 20.12.2022
AHanuTHYeCKHH oTyeT No JlaTa aHAIH3A
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jlara npou3BoJicTBA Topen po
Analysis performed according ND / Ananns npoBees 1o HJI: JI[1-001365-170222
Page2of4/Crp.2 uz 4
6 Particulate matter / Mexann4eckne BKIIOYEHHs
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuauMsble 4aCTULbI B COOTBETCTBHH C Tpe60BaHI/I$[MI/I.

6B Invisible particles /
HepunuMbIe YaCTULIBI:

i. Particles> 10 pm/ 45 not more than 6000 per ampoule /
YacTuli pasMepoM = He 6onee 6000 Ha aMITyny;
10 MKM
ii. particles>25 pm/ 01 not more than 600 per ampoule /
YaCTHI] pa3MEPOM > He 6onee 600 Ha aMImyIy.
25 MKM ]
7 Related substances / PoacrseHHble MpUMecH
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / IIpumecs B Below Limit of Detection (LOD=0.014%)/ | not more than 0.50 % / He Gonee

Hwke npeniena o6Hapyxenns ([10 =0.014 %) 0.50 %:

Impurity C / [pumecs C Less than LOQ (LOQ = 0.033 %) / Huke not more than 0.50% / He Gonee
npeaena KOJIMYECTBEHHOI0 onpencneﬂnﬂ 0 50 %

(MIKO = 0.033 %)

5 V)
Impurity D / ITpumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore than 0.20 % / He Oonee
Huxe npenena obuapyxkenus (110 = 0,014 %) 0,20 %.

Any unspecified impurity / Not more than 0.20 % / He Goee
EnuHu4Has HeuaeHTU(GHIH- 0,20 %.
poBaHHast IPUMEChH 0.07%
Total impurities / Cymma 0.27% Not more than 1.50 % / He Gonee
npumeceit 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Mpumeuanue: [poayKT COOTBETCTBYET tpeGosanuam HII Bakmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioxroroenexo: Pravesh Rana ITpoBepeHO: Ramaka@ Opobpeno: Menemkep / PykoBoauTeb
-4 / Amit Kumar &
: R N
Reprint Date / Reprint Date / | Reprint Date / J
Jlara:20.12.2022 Jara: 20.12.2022 Jara : 20.12.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTU®UKAT AHAJIN3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBop [Uisi BHYTPUBEHHOTO M BHYTPUMBILIEYHOrO BBEACHHS, 30 MI/Mn

Batch No / : V221068 Batch Quantity / 2 272727ampules /
Cepus Ne O61bem cepuu 272727 amnyn
Analytical Report No / : 890001634958 Date of Analysis / : 20.12.2022
AHajaTHYECKHH oTUeT N2 Jata anannsa
Date of Manufacture / : Nov.2022 Date of Expiry / ¢ Oct.2025
Jara npou3BoAcTBa Toaen go
Analysis performed according ND / Ananus nposeged mo HJI: JII1-001365-170222

Page3 of4/Cip.3mu3 4

8 Extractable volume /
H3BiekaeMblii 06bem

1.0ml/ 1.0 Mx

Not less than label claim (1.0 mL) /
He menee HoMuuansHoro (1,0 min)

11.49 %

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanabHbie <=0.725 E3/mMr tromethamine. / He Gonee 5,8 ED/mr
SHAOTOKCHHBI KeTOpoJiaka TPOMETaMIHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObiTh
CTepuibHOCTD (A1 KamR0H COMPLIES CTEPUIIbHBIM.
15-oii cepun)
11 Assay / KosinuecTBeHHOE 29.21 mg/29.21 mr From 270mg to 330mg of
onpejaelienue CisH13NO; C4H 1NOs (ketorolac
tromethamine) per 1 mL. /Ot 27,0 Mr
pi(e} 33,0 MT C15H13NO3'C4H11NO3
(keToponaka TPOMETaMHH) B 1 ML
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

ITpumeuanue: IIpoaykr cootBercTByeT Tpebosanusam HJI

Conclusion: APPROVED /
3axmwouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Ra;aa

Checked by /
IMpoeepeno: Ramakant

%\U w

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykooautens

Reprint Date /
JlaTa:20.12.2022

Reprint Date /

Hara: 20.12.2022

Amit Kumar S N\—
/& N
Reprint Date /

Jara : 20.12.2022
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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
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CEPTUDOUKAT AHAJIM3A

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

IMpoaykT: Keropon® (keToponak) pacTBop Al BHYTPHBEHHOIO W BHYTPHMBIIIEYHOr0 BEeAeHNA, 30 Mr/mn
Batch No / : V221068 Batch Quantity / : 272727ampules /
Cepusi Ne Oo6bem cepun 2727727 amnyi
Analytical Report No / : 890001634958 Date of Analysis / : 20.12.2022
AHannTHueckHii oTueT Ne JlaTa anasn3a

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JaTta npou3BoacTea I'open 1o

Analysis performed according ND / Ananu3 nposenen no HJI: JI[1-001365-170222

Paged4of4/Crp. 4 u3 4

13 Packaging / YnaxoBka 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
[lo 1 wMn B ammynsl M3 | ina carton pack./
CBETO3ALUTHOIO crekna | ITo 1 MA B aMmoynsl  u3
xopuyHeporo kiacca I (USP). B | cBeTO3aIIMTHOrO CTEKJIa KOPUUHEBOIO
BEpXHEW YacTH aMIlyjbl HAHECEHBl | MIM  TEMHO-KOPHYHEBOrO  LBETa
KONBLO M Touka Ajia pasnoma. Ha | xmacca I (USP). B Bepxueit yactu
aMITyJly HaKJIEHBAIOT STHKETKY. aMIysabl HaHECEHbl KONBLO M TOYKa
[To 10 amMmyn ¢ MHCTpyKUMe# no | Ui pa3noma. Ha aMiyiy HaKJIeHBalOT
TIPUMEHEHUIO HOMEIIAIOT | 3THKETKY.
B [IBX/antoMurneBbI i GucTeEp. Ilo 10 ammyn ¢ HWHCTpYKUMEN IO
16 1 6mucTepy B nayKy KapTOHHYIO. | TIPUMEHEHHIO MOMELIAIT
B [IBX/antoMuHUEBBI OIHCTED.
ITo 1 GnucTepy B MayKy KapTOHHYIO;
UI1 CcTalnMdoHapoe: mo 2, 3, 5
GJIMCTEPOB B MAYKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBetctBun ¢ HJI
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumenHoM
XpaHeHue OT CBeTa MeCTe IpHU TeMIieparype He Bbille 25 °C. He 3aMOpaXHBATh.
16 Shelf-life / Cpox roanoctn 3 years. / 3 roga.

Remarks: The Product confirms to ND/
[pumeyanue: [IponyKT cooTBeTcTBYET TpeboBanuam H/L

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
[MoarortosneHo: Pravesh Rana

Checked by /
[Mposepeno: Ramakant

Bodps

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

Amit Kumar /&M.‘\, B
1 - gl B

Reprint Date /
Hara:20.12.2022

Reprint Date /
Jara: 20.12.2022

A Reprint Date /
Jlata : 20.12.2022
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