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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel - 491 98166 56(001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculaivinjeesions,c3@mg/ml

Mpogyxr: Keropon” (keToponak) pacTBop /i BHYTPHBEHHOTO M BHYTPHMBILICYHOrO BBEACHHA, 30 mr/mn
Batch No / 1 V220254 Batch Quantity / : 209090ampules /
Cepns Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001587215 Date of Analysis / : 20.04.2022
AnanurHyeckuii oryeT Ne Jlara ananusza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jarta npon3BoaAcTBA T'ogen mo

Analysis performed according ND / Anains nposenen mo H/JI: JI[-001365-170222

Pagelof4/Crp.1u3 4

1}? Test / [lokazaTenb Results / PesyabTaThl Specification / Hopma
1 Description / Oniucanne Clear colorless  solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHslit 6ECUBETHBIH pacTBOP. / TlpospauHblii OecUBETHBIA MM
CBETJIO-KENThINM pacTBOP.

2 Identification / The retention times of the main | The retention times of the main peaks
IlopnuHHOCTB 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) / BpeMeHa | (Assay  section) / Bpemena
YOEPKUBAHMA OCHOBHBIX NHUKOB HA | yAEPXKMBAHHUS OCHOBHBIX ITUKOB Ha
XpoMaTorpaMmme UCIIEITYEMOTO | XpOMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBopa JAOJDKHBI COOTBETCTBOBATH
yIepKUBAHUS OCHOBHBIX NHKOB HA | BPEMEHaM YNEPKUBAHUA OCHOBHBIX
XpoMaTorpaMme CTAHIAPTHOrO | IHKOB Ha XpoMaTorpaMme
pacTBopa KeTopoliaka TpOMETaMHHA | CTaHAApTHOTO pacTBOpa KeToponaka
U HanpoKceHa (pasmen | TpoMmeTamuHA M HanpokceHa (pasgnen

«KonmruecTBeHHOS OTIpeIeTICHUE) «KoH4ecTBEHHOE ONPEIEIECHUEN)

3 Clarity / Ilpo3payHocTb Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHA JIPeBhIIIaTh
olaJIeCUEHLMIO ITJIOHa cpaBHeHus L.

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

He 6osee 0,20 npu JUTMHE BOJHBL
430 aMm.
5 pH 7.32 From 6.9 to 7.9./ 0Ot 6,9 1o 7.9,

Remarks : The Product confirms to ND/
IMTpumeyanue: [Ipoaykt coorseTcTBYET Tpebopanusam HJL

Conclusion : APPROVED /
Zaxmouenne: OJJOLPEHO

Prepared by /
TMoarorosneno: Ramakant

Wl

Checked by /
[Tposepeno: Pardeep Kumar

S

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTens
Manoj Kumar

LA :

Reprint Date /
Jlara: 20.04.2022

0\

Reprint Date /
Jara: 20.04.2022

Reprint Date /
Hara: 20.04.2022

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
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Product : / Ketorol (Ketorolac) solution for intravenous and intramusculaiinjeiions,cdthmg/ml

Hpoaykr: Keropon® (keToponak) pacTeop Julsi BHYTPHBEHHOTO W BHYTPHMBILLIEUHOTO BBEACHMS, 30 MI/mn
Batch No / 1 V220254 Batch Quantity / : 209090ampules /
Cepus Ne O0bem cepun 209090 ammys
Analytical Report No / : 890001587215 Date of Analysis / : 20.04.2022
AHaJuTHYeCKHI oT4eT No JlaTa aHajan3a

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

JaTta npou3BoacTBa I'ogen g0

Analysis performed according ND / Anayu3 nposexer mo HJI: JIT1-001365-170222

Page 2 of 4/ Crp. 2 u3 4

6 Particulate matter / Mexanudyeckne BKIIOYEHUS

6A Visible particles /
Buaumble 4aCTHUBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTeeTcTBHU C TPeOOBAHUAMH.

6B Invisible particles /
HeBuauMble YaCTHIBL:

i. Particles> 10 pm/ 20 not more than 6000 per ampoule /
YacTur pasmMepom > He 6onee 6000 Ha ammyIy;
10 MxkM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTUL pa3sMepoOM > He G6onee 600 Ha amIyny.
25 MKM
7 Related substances / PoacTBeHnbIe MpUMeECH
Impurity A / IIpumecs A | 0.14 % not more than 0.20 % / He Oonee
0,20 %;
Impurity B / TIpumecs B Notidetested Aklclobnag)akeHs not more than 0.50 % / me 6onee
0,50 %;
: Less than LOQ (LOQ = 0.033 %) / Huxe
Impurity C / ITpumecs C NpEACHA KONMYECTBOHHOTO ONPEAENEHHA not more than 0.50% / He Goiee
- (ITKO =0.033 %) 0,50 %;
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / Hinke not more than 0.20 % / He OGonee

npeaena obnapyxenus ([10 = 0.014 %)

0,20 %.

Any unspecified impurity / 0.10 % Not more than 0.20 % / He Gomnee
EnunuuHas HeugeHTuuLH- 0,20 %.
pOBaHHast IPUMECh
Total impurities / Cymma 0.32 % Not more than 1.50 % / He 6onee
npuMecen 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not Iess than label claim (1.0 mL) /

H3BnexaeMblii 00beM

He MeHee HomuHansHoro (1,0 mi)

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoaykrt cooTBercTBYeT TpeboBanusm HJ

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
TMoaroroeneHo: Ramakant

Checked by /
IMposepeno: Pardeep Kumar

=~

Approved by: Manager/Executive /

Opnobpeno: Menemkep / Pykosoauresb

Manoj Kumar
Lie

Reprint Date /
Jara: 20.04.2022

Reprint Date /
Hata: 20.04.2022

Reprint Date /
Hara: 20.04.2022
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ' +01 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscujeninjeetiens.cdthmg/ml

Ipoaykr: Ketopon® (keToponak) pacTBOp Asisi BHYTPUBEHHOIO M BHYTPHMbIIIEUHOTO BBeACHHS, 30 Mr/mn
Batch No / 1 V220254 Batch Quantity / : 209090ampules /
Cepus Ne O0bem cepuH 209090 amnyn
Analytical Report No / : 890001587215 Date of Analysis / : 20.04.2022
AHanuTHYECKHH oTyeT Ne JlaTa ananu3a

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

JlaTa npon3BoOACTBA T'onen no

Analysis performed according ND / Anann3 nposenen mo HJI: JI[1-001365-170222

Page 3 0of4/Crp.3 u3 4

9 Bacterial endotoxins /
BakrepunanbHble
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/mr
KETOpoJiaka TPOMETaMHUHa.

15-o0it cepuu)

10 Sterility (every 15th batch) /
CrepuibHOCTD (215 KaKA0H

Complies / CrepuneH

Must be sterile. / JlomxeH OBITH
CTEPUIIbHBIM.

11 Assay / KosinuecTBeHHOe 29.55 mg/29.55 mr From 270mg to 33.0mg of
onpenesneHue CisH3NOj C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 Mr C15H13NO3'C4H1[NO3
(keTopoiaka TpOMETaMKH) B 1 MA.
12 Alcohol content / ITaHon 11.77 % From 10.60 % to 12.60 %. /

Or 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
Ipumeuanwue: [TpoaykT cooTBetcTBYeT TpeGoanusim HJI

Conclusion : APPROVED /
3axumouenne: OJJOBPEHO

Jara: 20.04.2022

Jara: 20.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Honromanem;ﬁamaka{l}t IIposepeno: Pardeep Kumar Opno6peno: Menemkep / Pykosoanresns

w\w el e Manoj Kumar }}_’;‘2 jﬁ,"ﬁz—‘
Reprint Date / Reprint Date / Reprint Date /

Jara: 20.04.2022
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Distt. Solan, H.P., 173 205, INDIA
Tel - +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculayninigetdens.c3thmg/ml

IIpoaykr: Keropon® (keToposiak) pacTBOp isi BHYTPHBEHHOTO H BHYTPUMBILIEYHOrO BBEACHH, 30 Mr/mu
Batch No / 1 V220254 Batch Quantity / : 209090ampules /
Cepusi Ne O06BbeM cepHu 209090 amnyn
Analytical Report No / : 890001587215 Date of Analysis / : 20.04.2022
AHaauTHYecKHH oTd9eT Ne Jara anannsa

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

JlaTta npou3BoAcTBA T'open mo

Analysis performed according ND / Anasn3 nposeaen mo HJI: JII1-001365-170222
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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 in a
PVC/aluminum blister.

1 blisters in a carton pack. /

Illo 1 wmn B aMnoyasl H3
CBETO3aLIUTHOTO CTeKJIa
kopuuHeBoro kiacca I (USP). B
BepXHel 4acTU aMIlyJbl HaHECEHBI
KOJBLO W TOYyKa i paszioMa. Ha
aMITyJly HaKJICHBAtOT 3THKETKY.

ITo 10 amMmyn ¢ HMHCTpYKLHEH 1O
IPHUMEHEHHUIO [OMEILA0T
B [IBX/amoMiHueBBIH OIHCTED.

ITo 1 6ucTepy 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. /

ITo 1 w™Mn B aMOoynsl U3
CBETO3AIMTHOrO CTEKITa KOPHIHEBOTO
WIM  TEMHO-KOPHYHEBOTO  LiBeTa
wnacca I (USP). B BepxHeii wactu
aMIyJIBl HAHECEHHI KOJBIO K TOYKa
s pasnoma. Ha amIyny HakneuBaroT

STHKETKY.
Ilo 10 ammynm ¢ HHCTpyKuMei mo
MPUMEHEHHIO MMOMEILAI0T

B [IBX/anomMusmeBb1d 6aucTep.

o 1 6nrcTepy B MaYKy KapTOHHYIO,
JUId  CTalldoHapoB: mo 2, 3, 5
6J1CTEPOB B TA4YKy KapTOHHYIO.

14

Labelling / Mapxuposka

According to ND / B coorsetctuu ¢ HJI.

15

Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3auuinenHom
OT CBETa MeCTe IpY Temnepartype He Bbille 25 °C. He 3aMopaxuBars.

16

Shelf-life / Cpok roagnocTn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Tpumeuanue: [IpoaykT cooTeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by /
IMTonroroneno: Ramakant

Checked by /
[TporepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTesns

Manoj Kumar @ jﬁ-)
Jogutee

Reprint Date /
Jara: 20.04.2022

Reprint Date /

Jlata: 20.04.2022

Reprint Date /
Jara: 20.04.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




