Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

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

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular T CUTORI 56 HEml

IMpoaykT: Keropon" (keToponak) pacTeop [isi BHYTPHBEHHOTO U BHYTPHMBILUEYHOTO BBCICHHUA, 30 mr/mn
Batch No / : V211285 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6beM cepiu 2,09.090 amnyn
Analytical Report No / : 890001559098 Date of Analysis / : 29.11.2021
AHaJIHTHYECKHH oTYeT Ne Jara aHanu3za

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

JlaTa npou3BoACTBA T'open 10

Analysis performed according ND / Ananus nposeaen no HJL: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /usmM.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page 1 of4/Crp. 1 1u3 4

[po3pauHblii, 6eCUBETHEIA PACTBOP.

1}? Test / IlokazaTenb Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanune Clear colorless solution. / | Clear, colorless to pale yellow

solution. / TIpospausslil, 6ecUBeTHBIN
UM CBETIIO-XKENTHIH pacTBOp.

2 Identification /
IMoaMHHOCTHL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / Bpemena ynepxuBaHUsd
OCHOBHBIX ITUKOB Ha
XpOMaToIrpamMme HCMBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEeMeHaM
VIEpKMBAHUSA OCHOBHBIX MHUKOB Ha
XpOMaTorpamMme pacTBopa
CTaHaPTHBIX 00pa3LIOB KeTopoJaka
TpOMeTaMMHA U HAllpoKceHa (pasael
«KonvuecTBEHHOE OTIPENIETIEHHE)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpemeHa YIEPXMBAHHMA OCHOBHBIX
UKOB Ha XpoMaTorpaMmme
UCTOBLITYEMOTO  pacTBOpa  JOJDKHBI
COOTBETCTBOBATh BpeMeHam
yIAEpXUBAHMSI OCHOBHBIX THMKOB Ha
XpOMaTorpamme pacTtBOpa
CTaHJApTHBIX 00pa3lloB KETOpOJaKa
TpOMETaMMHA U HampoKceHa (paszen
«KOoNMUuecTBEHHOE ONpEIeSICHHEN)

3 Clarity / Ilpo3pauHocTs

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He JOJDKHA NPEeBLIIIATh
ONANIECLICHIIMIO 3TAOHa CpaBHeHM: .

4 Color / LiBeTHOCTDL 0.039 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu ATHHE BOJIHBI
430 uMm

5 pH 7.28 Between 6.9 and 7.9 /6,9 —7,9

Remarks : The Product confirms to ND/
[Tpumeuanue: [IpoayKT COOTBETCTBYET TpeOOBAHUAM HJ1

Conclusion : APPROVED /
Zaxarouenne: OJJOEPEHO

Prepared by /
TMoarorosnedo: Ankit

Gy

Checked by /
Iposepeno: Pardeep Kumar

i

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pykosgfinresnb
Abhishek Chauhan "

L~

Reprint Date /
Jara: 29.11.2021

Print Date /
JHara: 29.11.2021

Print Date /
Jara: 29.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q{':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJIM3A

Tel : +91 98166 56001-02

Product:/ _ Ketorol (Ketorolac) solution for intravenous and intramuscular VRTEHTOIRTBH- M/ ml

IIpoaykr: Keropoa" (keToponak) pacTBop AJis BHYTPUBCHHOIO 1 BHYTPHMbILLEYHOO BBeAeHNs, 30 mr/m
Batch No/ : V211285 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O0nem cepun 2.09,090 amnyn
Analytical Report No / : 890001559098 Date of Analysis / : 29.11.2021
ARAaNUTHYECKHUI oTueT Ne JlaTa apan3a

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

JlaTa npoH3BOACTBA T'ojen xo

Analysis performed according ND / AHanu3 npoBeJeH 1o HJI: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page 2 of 4/ Ctp. 2 u3 4

6 Particulate matter / MexaHu4eckue BKJIIOYEHUA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
Buaymble 4acTHLbL B cooTBeTcTBUM C TPEOOBAHUAMHU
6B Invisible particles /
HeBuauMBbie 4aCTHLIBL:
i. Particles > 10 pm/ 146 Not more than 6000 per ampoule /
YacTULbl pasMEpOM = He 6onee 6000 Ha aMITyIy,;
10 MxM
ii. Particles >25 pm/ 5 Not more than 600 per ampoule /
YacTuipl pa3sMepoM = He 6onee 600 Ha ammyiy.
25 MKM
7 Related substances / PoacrBeHHble NIpUMECH
Impurity A / Tlpumecs A 0.15% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / Ilpumecs B Not Detected Not more than 0.50 % / He Goinee
0,50 %
Impurity C / ITpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He Gonee
0,50 %
Impurity D / TTpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1761) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnvuuyHas HeHASHTUOULIU- 0.05% 0,20 %
poBaHHas IPUMEChH
Total impurities / Cymma 0.20% Not more than 1.50% / He Gonee
npuMecei 1,50 %

Remarks : The Product confirms to ND/

IMpumeuanne: [TPOLYKT COOTBETCTBYET TpeDOBAHHAM HA

Conclusion : APPROVED /
Zaxmouenune: OJJOBPEHO

Prepared by /
[ToarorosngHo: Ankit

Checked by /
IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosganrenb
Abhishek Chauhan ?ﬂ

- i

Reprint Date /
Jara: 29.11.2021

Print Date /
JMara: 29.11.2021

—

Print Date /
Hara: 29.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHOHNKAT AHAJIM3A

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

Vill. Kho!, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular ?’ﬂ]\'é\gtﬁgﬁgi‘f A0 g ml

Ipoaykr: Ketopon" (keToponak) pacTBOp A/1% BHYTPHBEHHONO M BHYTPHUMBILICHHOTO geenenus, 30 Mr/mn
Batch No / : V211285 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6vem cepHH 2.09,090 amnyn
Analytical Report No / : 890001559098 Date of Analysis / : 29.11.2021
AHaanTHIeCKHI oTueT No Jara ananusa

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
JlaTta mpoH3BOACTBA I'ogen o

Analysis performed according ND / AnaJiu3 nposejes no HJI; JII1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 oT 24.08.2020)

Page 3 of 4/ Crp. 3 m3 4

8 Extractable volume /
U3BnexaeMblii 00bem

1.1ml/ 1.1 mn

Not less than label claim (1.0 mL)/
He menee HomuHansHoro (1,0 M)

9 Bacterial endotoxins /
BakTepuanbHbIe
JHAOTOKCHHBI

<=0.725EU/mg /
<=0.725ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 E3/mMr
KEeTOopoJiaKka TPOMETaMHHa

10 Sterility / CTepuiibHOCTb

Complies / CtepuiieH

Should be sterile / CtepuieH

11 Assay / KoinuecTBenHoe onpeiejieHne

a) Ketorolac tromethamine /
KeTtopoaka TpoMeTaMUH

29.24 mg /29.24 mr

From 27.0mg to 330mg of
CsH13NOs-C4H, 1NO3 (ketOrolac
tromethamine) per 1 mL / Ot 27,0 mr
no 33,0mr CisHisNOs C4HiNOs
(keTopoJsiaka TpOMeTaMKH) B 1 M

b) Sodium chloride / Hatpus 4.32 mg/mL / 4.32 Mr/ma Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpHL, Ot 4,2 Mr/min 10 4,5 Mr/mit
12 Alcohol content / IraHon 11.58 % Between 10.60 % and 12.60 %/

Or 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
[Mpumeuanne: [IpogykT cOOTBETCTBYET TPEOOBAHHAM HJT

Conclusion : APPROVED /
3akaoyenne: OJJOBPEHO

Prepared by /
[oarorosneno: Ankit

(>

Checked by /
TIposepeHo: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosogyrens
Abhishek Chauhan N

(L=,

Reprint Date /
Jara: 29.11.2021

Print Date /
Hara: 29.11.2021

Print Date /
Jarta: 29.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q;‘.

C

Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6
vill. Khol, Nalagarh Road, Baddj,

ERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

Product 1/ Ketorol (Ketorolac) solution for intravenous and intramuscular HYEEABTRIB6- i ml

AnanuTuyeckuii orger No

IIpoaykr: Keropon' (kKeToposak) pacTBop And BHYTPHBEHHOIO 1 BHYTPUMBILLEYHOr0 BBEICHHS, 30 mMr/ma
Batch No / : V211285 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnvn
Analytical Report No / : 890001559098 Date of Analysis / : 29.11.2021

JlaTa anaausa

JlaTa npoH3BOACTBA

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

T'ogeH o

14.01.2020 /m3m.Ne 1 ot 14.01.2020, am

Analysis performed according ND / Axaiu3 npoBeaes no HJI: JI1-001365-231118 (amend Ne 1 from

end No 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)

Page 4 of 4/ Crp. 4 3 4

13 Packaging / ¥ nakoBka

1 mL in class ] amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is

attached to ampoule. attached to 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
m in a carton pack.

I[lo 1 M1 B aMIyJsl M3 TEMHOIO
crexna knacca I (USP). B sepxueit | ITo 1 Mi B aMmyJisl U3 TEMHOTO CTeKTa
4acTH aMIlyJibl HAHECEHbl KOJNBLO M | Kjacca 1 (USP). B BepxHeil uacTH
Touka I pa3ioma. Ha ammyly | amilyJbl HaHECEHBI KOJMBLO U TOHKA

HaKJIEUBAIOT 3TUKETKY. o4 pasnoMa. Ha amnyiny HaKJICHBAtOT
Mo 10 ammyn ¢ HHCTPYKLHMEH MO | JTHKETKY.

NPUMEHEHUIO nomemaoT | Ilo 10 ammyn ¢ MHCTpYKUHEH 10
B [IBX/amoMuHKeBbIH OucTep. MPUMEHEHHIO MOMELIAIT

[To 1 6nucTepy B MaUKy KAPTOHHYIO. | B TIBX/amoMuHUEBbIH 6IUCTED.

Mo 1 6mucTepy B MauKy KapTOHHYIO;
s cranuoHapos: mo 2, 3, S
GMUCTEPOR B NIA4KY KapTOHHYIO.

14 Labelling / MapxupoBKa

According to ND / B cootsetcTeuu ¢ HIL.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aumuilieHHOM
oT cBeTa MecTe NpH Temneparype He oime 25 °C. He 3amopaxuBarh.

16 Shelf-life / Cpox roasocTn

3 years / 3 ropa.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

[Tpumeuanue: [1poayKT COOTBETCTBYET tpebosannsam HJI 3axmodenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Ankit Tposepeno: Pardeep Kumar | Onobpeno: Mewnemxep / Py '030}111’?%
/R ; Abhishek Chauhan e
v v e
Reprint Date / Print Date / Print Date /
Jata: 29.11.2021 JHarta: 29.11.2021 Jara: 29.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, {ndia
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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