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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS o 1 ad dys.com

CEPTUDPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (keTopoliak) pacTBOp As BHYTPMBEHHOIO H BHYTPHMbILEYHOro BBeNEHMs, 30 Mr/Mn
Batch No / : V230853 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepHH 272727 amnyn
Analytical Report No / : 890001700856 Date of Analysis / : 15.11.2023
AHanuTHueckuii oryet No Jara ananusa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
Jata npoH3BoACTBa I'onen no
Analysis performed according ND / Anann3 nposeaen no HJI: JII1-001365-170222
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[Tpo3pauHblii GecLBETHBINM pacTBOP.

i‘? Test / Iloka3zaTenn Results / PesyabTaTtsl Specification / Hopma
1 Description / Onncanue Clear  Colorless  solution. / | Clear colorless to pale yellow solution.

/ TIpo3payHbli O€CLBETHBIM WM
CBETJIO-KEATHIH PacTBoOp.

2 Identification /
IMopnunnuocTn

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) / BpeMeHa
yAEpP)KHBaHUSA OCHOBHBIX IMHKOB Ha
XpoMaTorpamme HCITLITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YIEPKUBAHMS OCHOBHBIX [HKOB Ha
XpoMaTorpamme CTaHAApPTHOTO
pacTBOpa KeTopojlaka TpPOMEeTaMHHA
7| HanpoKceHa (pa3pmen
«KoIHuecTBEHHOE OTpEIeNICHHE))

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
YIEPXXUBAHUS OCHOBHBIX [IMKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa TOJDKHBI COOTBETCTBOBATb
BpEMEHAM YACpPXXUBAHUS OCHOBHBIX
MHKOB Ha XpOMaTorpamMmme
CTaHJAPTHOTO pacTBOpa KEeToponaka
TPOMETaMHMHa ¥ HalpoKceHa (pa3aer
«KonmyecTBeHHOE ONpeeIEHHEN)

3 Clarity / IIpo3pa4nocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npemnapara He J0/DKHa MPeBbILIaTh
OMANIECLCHIIUIO ITANIOHA CpaBHEHUs L.

4 Color / IlBeTHOCTDH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu 1JIMHE BOJIHBI
430 =M.

5 pH 7.34 From 6.9t07.9./016,9 no 7,9,

Remarks: The Product confirms to ND/
IMpumeuanue: Ilponykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akmnouenne: OJIOBPEHO

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pyxosouuresin
Manoj Kumar .&: z&lﬂz >
Reprint Date / —
Jlara: 15.11.2023

Checked by /

Hpoaepenqafjrfljﬁam
-

Reprint Date / =
Jara: 15.11.2023

Prepared by /
[MoarorosneHo: PraveﬁRana

Reprint Date /
Hata:15.11.2023

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
www.drreddys.com
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CERTIFICATE OF ANALYSIS = 4 . com

CEPTUDPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp AJisi BHYTPHBEHHOTO M BHYTPUMBILIEYHOrO BBEACHHS, 30 mMr/mi
Batch No/ : V230853 Batch Quantity / : 272727 ampules /
Cepusn Ne Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001700856 Date of Analysis / : 15.11.2023
AHaJTHTHYECKHHA 0TyeT Ne Jara ananusa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
Jara npou3BoacTea T'ogen no
Analysis performed according ND / Anaan3 nposegen mo HJI: JINT-001365-170222
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6 | Particulate matter / Mexannyeckue BK/IIOYEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuauMsle 4acTHIBI B cooTBeTCTBUY € TPEeOOBAaHUSAMH.
6B Invisible particles /
Hepupumrie 1acTHiL!:
i. Particles > 10 pm/ 06 not more than 6000 per ampoule /
Yactuu, pasmMepom > He 6onee 6000 Ha aMnyy;
10 MxM
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YaCTHUL] pa3zMepom > He Gonee 600 Ha ammyy.
25 MKM
7 Related substances / PoncreenHble mpuMecu
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He Oonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hmxe npenena obuapyxenus (I10 0,50 %;
=0.014 %)
Impurity C / IIpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He OGosee
Huxe npenena KOJIUYECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / ITpumecs D not more than 0.20 % / He OGonee
Below LOD (LOD =0.014 %) / 0,20 %.
Hixe npenena obHapyxenus (IT1O
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He Gosee
EnunudHast HeMAeHTUQHLIK- 0.06% 0,20 %.
pOBaHHas MPUMEChH
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
INpumeuanue: [IponykT cooTBeTcTBYET TpebOBaHUsIM HJL 3akawuenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToBeHo: Praw{sh Rana | IlpoBepeno: Rama Kant OnobpeHo: Menemxep / Pykosoguren
= pdutt Manoj Kumar b " 2@55;
Reprint Date / Reprint Date / Reprint Date /
Hara:15.11.2023 JHara: 15.11.2023 Jara: 15.11.2023

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
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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

CERTIFICATE OF ANALYSIS .4 dys.com
CEPTUDPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IHpoaykr: Ketopon® (keToposak) pacTeop AUl BHyTPHBEHHOTO M BHYTPUMBILIEYHOrO BBEACHHS, 30 Mr/mn
Batch No / : V230853 Batch Quantity / : 272727 ampules /
Cepust Ne O61beM cepHH 272727 amnyn
Analytical Report No / : 890001700856 Date of Analysis / : 15.11.2023
AnanuTHyecKHi oTyeT Ne Jdara anaausza
Date of Manufacture / : 10/2023 Date of Expiry / : 0972026
JlaTa NpoH3BOACTBA T'open no
Analysis performed according ND / Ananu3 nposeaen no HJI: JI1-001365-170222
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Total impurities / Cymma 0.26% 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) /
H3Bnexaemsblii 00beM He menee HomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuajbHbIe <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
9HAOTOKCHHBI KeTOpoJiaka TPOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH OBbITH
CrepuwiibHOCTD (1J1s1 KaxaoH CTEPUIILHBIM.
15-o0ii cepuu)

11 Assay / KosinuecTBeHHOE 29.61 mg/ 29.61 mr From 27.0mg to 33.0mg of

onpe/eseHue CysH3NO3-C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pa(e] 33,0 mr C15H13NO3‘C4H11NO3
(xeToposiaka TpOMETaMHUH) B 1 MIL
12 Alcohol content / ITaHon 12.01 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
IMpumewanue: [Tpogykt cooTBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3akarwuenne: OJOBPEHO

Prepared by /
IToarotosneHo: Pravgh Rana

Checked by /
[IpoBepeHo: Rama Kant

Approved by: Manager/Executive /
Onob6peno: Menemxkep / PYKOBOLIH:PTL

LY Manoj Kumar w

Reprint Date /
Jara:15.11.2023

Reprint Daté /
Jlara: 15.11.2023

Vil

Reprint Date /
HMata: 15.11.2023

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: L85135AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayKT: Ketopon®™ (keTtoponak) pacTBOp JUlsl BHYTPUBEHHOTO M BHYTPUMBIILEYHOrO BBeeH s, 30 mr/mn
Batch No / : V230853 Batch Quantity / : 272727 ampules /
CepHs Ne O6bem cepuH 272727 amiiyn
Analytical Report No / : 890001700856 Date of Analysis / : 15.11.2023
AnajuTHYecKHil oTyeT No JlaTa anasamn3a
Date of Manufacture /- : 10/2023 Date of Expiry / : 09/2026
JlaTa 1pou3BOACTBA T'onen no
Analysis performed according ND / Auannz nposeaen no HJ/I: 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. /

[lo 1 wMn B aMoyldsl U3
CBETO3aLUTHOTO cTeKIa
kopuuneoro kmacca I (USP). B
BEpXHei 4acTH aMITyJibl HAHECEHBI
KONBIIO M TOYKa i pasnoma. Ha
amIyJy HakJeUuBaOT 3TUKETKY.

Ilo 10 ammyn ¢ HWHCTpYKUMEH 1O
NpUMEHEHHUIO MOMELIAIOT
B [IBX/antoMuHueBbId OIHCTED.

[To 1 6nucTepy B Ma4yKy 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. /

Ilo 1 wMn B aMoyjJsl U3
CBETO3aLIMTHOrO CTEK/Ia KOPUUHEBOTO
WIM  TEMHO-KOPHYHEBOTO  LIBETa
knacca I (USP). B BepxHeli yacTH
aMImyJibl HAHECEeHBI KONBLO W TOYKa
Iis pazjioma. Ha aMmyity HakJ1euBaroT

ITUKETKY.
I[To 10 amnyn ¢ HMHCTpyKUMEH no
NPUMEHEHUIO NOMEIIAI0T

B [IBX/amomMuHueBslit 61ucTep.

[To 1 6nucTepy B NayKy KapTOHHYIO;
Ul CTalWoHapoB: mo 2, 3, 5
OJHCTEPOB B NMauKy KAPTOHHYIO.

[To 1 6nucTepy B mayky KapTOHHYIO.

14 Labelling / MapkunpoBka

According to ND / B cootBetcTBuu ¢ H]I.

15 Storage conditions /
XpauneHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amumeHHoM
OT CBeTa MecTe Npu Temnepartype He Buiwe 25 °C. He 3aMopaXuBars.

16 Shelf-life / Cpok rognocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumeuanue: [lpoaykt cooTBeTcTBYET TpeboBaHUsaM HJI

Conclusion;: APPROVED /
3akawuenune: OJJOBPEHO

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

[Moarorosneno: Pravesh Rana | Ilpoeepeno,Rama Kant Ono6peHo: Menemkep / PykoBoaHuTeghb
y ,QLMU—L{; Manoj Kumar g %!!! é

Reprint Date / Reprint Date / Reprint Date /

Hara:15.11.2023 Mara: 15.11.2023 Jara: 15.11.2023

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keroposak) pacTeop ulsi BHYTPHBEHHOTO ¥ BHYTPUMbILIEYHOT0 BBEAEHHs, 30 Mr/mn
Batch No / : V230853 Batch Quantity / : 272727 ampules /
Cepust Ne O6beM cepuu 272727 amnyn
Analytical Report No / : 890001700856 Date of Analysis / : 15.11.2023
AHaTuTHYeCKHH oTUeT No Jarta ananuza
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npousBoacTBa I'oxen go
Analysis performed according ND / Anasau3 nposenen o HJI: JI1-001365-170222
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API name / Haumenosanue A®C: Ketorolac tromethamine / KeToposnaka TpoMeTamMuH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepun npousBoautenn ADC: ABQHD0S14

FP Manufacturer API Batch number /

Homep cepuu cy6eranuuu nponssogurens FJI®: EEQRO0498

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

IIpoussoanrens APC, crpana: J-p Pennn'c Jlabopatopuc Jlra., Maaust

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

IIpumedanne: [Ipoxykr coorBeTcTBYeT Tpebosanusam HJT 3axmouenue: OJJOBPEHO

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

Ionrorosneno: Pravesh Rana | IIporepeno: Rama Kant OnobpeHo: Menemkep / PykoBoauTens
-~ ; LlC.J“Lt‘? Manoj Kumar @; 2: mj

Reprint Date / Reprint Date/ * Reprint Date /

Jara:15.11.2023 Hara: 15.11.2023 Hara: 15.11.2023

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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