Dr.Reddy’s Q3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIN3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (ketoposnak) pacTsop A8 BHYTPHBEHHOIO H BHYTPHMBILICYHOIO BBEACHHS, 30 mr/mn
Batch No / : V230817 Batch Quantity / + 272727 ampules /
Cepust Ne O0bem cepi 272727 amiyn
Analytical Report No / : 890001697937 Date of Analysis / : 31.10.2023
AHaJIuTHYeCKHH oTueT Ne JaTa anaiu3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npon3BoJacTBa TI'ogen 1o

Analysis performed according ND / Anasns nposeges no HJI: JI[1-001365-170222

Pagel of 5/Crp.1m35

Tpo3pauHslii GeCLBETHEIN PacTBOP.

1;.? Test / [Tokasarennb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanne Clear colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3payHblii OeCLBETHBIH WIH
CBETJIO-KEJNTBIH pacTBOp.

2 Identification /
IHopMHHOCTDL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of kctorolac tromethamine and
naproxen (Assay section) / BpemeHa
yIEp)KUBAHUS OCHOBHBIX IHKOB Ha
XpomaTtorpamMme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
yIEpXKUBaHUS OCHOBHBIX NHUKOB Ha
XpoMaTorpamme CTaHAapTHOTO
pacTBopa KeTopoyaka TPOMETaMHHa
u HampoKceHa (pazmen
«KOnM4eCcTBEHHOE ONPEAEICHHUE)

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
yIEpXMBAHUS OCHOBHBIX ITHKOB Ha
XpOMaTorpamMmMe HCTIBITYEMOTO
pacTBOpa IO/DKHBI COOTBETCTBOBATH
BpEMEHAM YAEPKMBAHUA OCHOBHBIX
MIHKOB Ha XpoMmaTorpamme
CTaHAApTHOrO pacTBOpa KeToponaka
TpOMETaMHHa M HANpoKceHa (pa3fiel
«KonyecTBEHHOE OTpEeIeTICHUEN)

3 Clarity / IlpospauHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapaTa He J0JDKHA [IPEBBILIAT
ONaNeCUEHIMIO 3TAIOHa cpaBHeHus 1.

4 Color / lIBeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIMHE BOIHEI
430 uM.

5 pH 7.36 From 6.9 to 7.9./ Ot 6,9 mo 7.9.

Remarks: The Product confirms to ND/
IMpumeuanue: IIpoaykT cooTBeTcTBYeT Tpebosanuam HJI

Conclusion: APPROVED /
3akmwuenue: OJOBPEHO

Jara:31.10.2023

Jara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santos IIposepeno: Pardeep Kumar | Onobpeno: Menemwtep / PykoBoaurensb
Kumar Maurya t Abhishek Chauhaﬁ)i\d \
Reprint Date / Reprint Date / Reprint Date / .

Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Lid.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS drrodd
CEPTU®UKAT AHAJTHN3A . drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoayxT: Keropon® (keToponak) pacTBOp Ul BHYTPHBEHHOTO W BHYTPHMBILIEYHOTO BBEAEHUS, 30 Mr/Ma
Batch No / : V230817 Batch Quantity / : 272727 ampules /
Cepust Ne O6bem cepun 272727 amyi
Analytical Report No / : 890001697937 Date of Analysis / : 31.10.2023
AHajuTHYeCKHi oT4eT Ne JlaTa anajn3za
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npon3BoacTBA T'open o
Analysis performed according ND / Auanu3s nposeaen no HJI: JIIT1-001365-170222
Page2 of 5/C1p.2m35
6 Particulate matter / Mexann4yeckue BKJIIOYEHHUs
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuaumMble YaCTHIBI B cOOTBETCTBHH C TPEOOBaAHUAMU.
6B Invisible particles /
HeBuanuMBble YacTHIIBL:
i. Particles> 10 pm/ 02 not more than 6000 per ampoule /
Yacrui pazMepoM > He 6onee 6000 Ha amILyIy;
10 MKM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHI] pa3MepOM > He 6osiee 600 Ha ammyiy.
25 MKM
7 Related substances / PoacTBeHHbIE NpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Goinee
0,20 %;
Impurity B / ITpumecs B Not detected / He o6napyxena not more than 0.50% / me Gonee
0,50 %;
Impurity C / I[Tpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He Goiee
Hibke npenena KONUYECTBEHHOTO 0,50 %;
onpeaenenus (ITKO = 0.033 %)
1 V)
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
0,20 %.
Hmxke npenena obHapyxenus (ITO
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee
EnvHugHas HeugeHTUHIH- 0,20 %.
pOBaHHas MPUMECh

Remarks: The Product confirms to ND/
ITpumeuanue: IIponykt cootBeTcTBYeT TpeboBanusaM H/I

Conclusion: APPROVED /
Zaknuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosieHo: Sant{;g}}\ IMposepeno: Pardeep Kumar | Ono6peno: Menensxep / PykoBoaureib
Kumar Maurya & . 3 Abhishek Chauhan K \

A .
Reprint Date / Reprint Date / Reprint Date / )
Hata:31.10.2023 JHara: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad --500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIV3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpolykT: Ketopon® (keToponak) pacTBOp AJisi BHYTPUBEHHOIO M BHYTPHMBILIEYHOr0 BBeAeHHs, 30 Mr/mi
Batch No / : V230817 Batch Quantity / : 272727 ampules /
Cepus Ne O0Bbem cepHH 272727 amnyn
Analytical Report No / : 890001697937 Date of Analysis / : 31.10.2023
AxaJIuTHYeCKHH oT4deT Ne JaTa anaansa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npou3BOACTBA T'oaen 1o
Analysis performed according ND / Anaus nposenen no HJI: JII1-001365-170222

Page3of 5/ Crp.3m35

H3Bnexaemblii 00beM

Total impurities / Cymma 0.26% Not more than 1.50 % / He Gonee
npumeceii 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HomuHanbHOTO (1,0 M)

9 Bacterial endotoxins /
Bakrtepuanbabie
IHAOTOKCHHBI

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

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/Mr
KETOpOJIaKa TPOMETaMHHA.

10 Sterility (every 15th batch) /
CTepunbHOCTD (ANA KaMmI0#
18 ull vopun)

NA

Must be sterile. / JlomkeH ObITH
CTEPUNBHBIM.

11 Assay / KonnyecTBeHHoe 29.63 mg/ 29.63 Mr From 270mg to 33.0mg of
onpeaeJieHUe CisH13NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 Mr C15H13NO3‘C4H11NO3
(keTopoJsiaka TpOMETaMuUH) B 1 ML
12 Alcohol content / Iranon 11.60 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Ipumeyanue: [Iponykt coorseTcTByeT TpeboBanusam HJI

Conclusion: APPROVED /
3akawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toxarorosneno: Santosh ITposepeno: Pardeep Kumar | Onobpeno: Menemkep { PykosojguTens
Kumar Maurya Abhishek Chauhan |

u ury \3?}__# / ishek Chauha
Reprint Date / Reprint Date / Reprint Date / o
Jata:31.10.2023 Jlarta: 31.10.2023 JlaTa: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Dr.Reddy’s Q:’-’

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon" (keToposak) pacTBOp [Jisi BHYTPUBEHHOIO U BHYTPHMBILIEYHOTO BBeieHHs, 30 Mr/mu
Batch No / : V230817 Batch Quantity / : 272727 ampules /
Cepust Ne O6beM cepuu 272727 amnyn
Analytical Report No / : 890001697937 Date of Analysis / : 31.10.2023
AHaauTHYECKHH oTueT No JlaTa ananusza
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
Jata npon3BoacTBa T'onen g0
Analysis performed according ND / Ananus nposeaen no HJI: JI[1-001365-170222
Page 4 of 5/Crp. 435

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. /

I[To 1 wMn B aMmnoyiasl U3
CBETO3ALIMTHOTO cTeKIIa
kopuuHeBoro knacca I (USP). B
BepXHeU 4acTH ammyjbl HaHECEHHI
KOJBLIO U TOYKa s paznoma. Ha
aMITyJly HaKJIEUBAIOT ITUKETKY.

ITo 10 ammyn ¢ HHCTpyKLHeH 0o
NPUMEHEHHIO MOMELJaloT
B [IBX/anoMuHueBbI# GnucTep.

ITo 1 6rucTepy B mMaukKy 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. /

[To 1 w™Min B aMOoyiasl U3
CBETO3alIUTHOTO CTEKJIA KOPUYHEBOTO
WIM  TEMHO-KOPMYHEBOrO0  LIBETA
xnacca I (USP). B BepxHe#t uacTu
aMInyJbl HAaHECEHbl KOJBLO M TOYKa
JUts pasioma. Ha amnyny HakieuBaroT

ITHKETKY.
I[To 10 amMmysn ¢ HUHCTpYKLMEH MO
NPUMEHEHHIO MOMEILA0T

B [IBX/antoMuHueBsIi Onuctep.

ITo 1 6nrcTepy B MauKy KapTOHHYIO;
UL cTauMoHapoB: mo 2, 3, 5
OJIHCTEPOB B MAYKy KAPTOHHYIO.

ITo 1 6nucTepy B MaykKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumensoM
OT CBETa MeCTe TIpH TeMIepaType He Bbiie 25 °C. He 3aMOpaXuBaTh.

16 Shelf-life / Cpok rogaocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumeyanue: IlpogykT coorBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3axawuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosnero: Santpsh [Mpoeepeno: Pardeep Kumar | Onobpeno: Menemgep / PykoBoautens
Kumar Maurya @;, f Abhishek Chauhalr]lk/ }\
Reprint Date / Reprint Date / Reprint Date / \
Hara:31.10.2023 JHara: 31.10.2023 JlaTta: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
Dr. Reddy,s ‘.... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS el :+9198166 56001-02

www.drreddys.com

CEPTHO®HUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (keToposiak) pacTBOp /uUist BHYTPHBEHHOIO M BHYTPMMBIIIEYHOTO BBECHHS, 30 Mr/mn
Batch No / : V230817 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001697937 Date of Analysis / : 31.10.2023
AHaIHTHYECKHH 0TYeT Ne JlaTa aHaau3a
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTta npou3BoAcTBA T'ogen go
Analysis performed according ND / Anau3s nposesen mo H/I: JIT1-001365-170222
Page 5of 5/Crp.5u3 5
API name / Haumenoanue APC: Ketorolac tromethamine / KeToposaka TpOMETaMHH
INN / MHH: Ketorolac / KeTopomnak
API manufacturer batch number /
Homep cepuu npousBogutensa A®C: ABQH003814
FP Manufacturer API Batch number /
Homep cepuu cy6eranuuu npouspoaureas I'JID; FEQA00498
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussoantens ADC, crpana: J-p Penmu'c JTaboparopuc JIta., Ungus
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanue: ITpoaykT cooTBeTcTBYET TpeOoBaHusaM H/| 3akmwouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: Santosh [TpoBepeno: Pardeep Kumar | Ono6peno: Menenskep / Pykosoauresnb
Kumar Maurya &E_ Abhishek ChaUhaK \
Reprint Date / Reprint Date / Reprint Date / \
Jara:31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



