Dr.Reddy’s €¢

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Naiagarh Road, Baddj,
Distt. Solan, H.P. 173 205, INDIA
Tel: +91 981656 56001-02

CERTIFICATE OF ANALYSIS T Ly S
CEPTUD®UKAT AHAJIM3A '

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: KeTopon®™ (keToposnak) pacTBOp s BHYTPUBEHHOTO ¥ BHYTPHMBILIEYHOTO BBeAEHNMS, 30 Mr/mn
Batch No / 1 V240420 Batch Quantity / : 272727 ampules /
Cepms Ne O6Bem cepun 272727 amnyn
Analytical Report No / : 890001745432 Date of Analysis / : 28.06.2024
AHaJINTHYECKHH oTYeT No Jara ananauza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npoH3BoACcTRA TI'ogen xo
Analysis performed according ND / Ananus nposeaen mo HJL: JII1-001365-170222

Pagel of S/Crp.1u3 5

IIpo3pauHslit OecLBETHBII pacTBOP.

1‘1:.‘? Test / Iloka3zaTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3paunslii OecLBETHBIH MU
CBETIIO-XKENTHIH pacTBOP.

2 Identification /
IHoanunHOCTL

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
YOEPXKMBAaHHA OCHOBHBIX MHUKOB Ha
XpOMaTorpaMmme UCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaMm
YAEpXHUBAaHUS OCHOBHBIX [TMKOB Ha
XpoMaTorpamme CTaHAapTHOTO
pacTBopa KeTopojiaka TpOMeTaMHHA
U HAINpOKCeHa (pa3pmen
«KonnyecTBeHHOE OMpeaeneHne)

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
yIEPKUBAHUA OCHOBHBIX IHKOB Ha
XpoMmartorpamme UCTBITYEMOTO
pacTBopa IOOJKHBI COOTBETCTBOBATb
BpeMeHaM YAEpKUBaHUA OCHOBHBIX
MHKOB Ha XpoMaTorpamme
CTaHJApPTHOTO pPacTBOpPa KETOpOJaKa
TpOMETaMHHa M HampokceHa (paszen
«KonuuecTBeHHOE OTpeneneHue»)

3 Clarity / IIpospauHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJKHA MpPeBbIIIAaTh
OMMANIeCLEHIIHIO STalOHa CpaBHeHUA L.

4 Color / IIeTHOCTH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JyiMHE BOJIHBI
430 aMm.

5 pH 7.39 From 6.9t0 7.9./0t16,9 10 7,9,

6 Particulate matter / MexaHnUyecKHe BKJIIOYEHHS

Remarks : The Product confirms to ND/
IMpumeuanue: [IpogykT cooTBeTcTBYET TpeboranuaMm HJ{

Conclusion : APPROVED /
Jaxkmwuenue: OJIOBPEHO

Prepared by /
[onrorosneHo: Pardeep

Checked by /
IIpoeepeno: Pawan Kumar

OnobpeHo:

i

Manoj Kumar

Approved by: Manager/Executive /

Menemkep / PykoBonurens

I8

Kumar cj/
Reprint Date /

Reprint Date /

Hara: 28.06.2024

Jlara: 28.06.2024

Reprint Date /
Hara: 28.06.2024

Registerad 2ifice: 8-2-237, Road No. 3, Ba

Tel: +9

04952 2092, Email ivail@dn

WP188IPLCOQ4207

weawdrreddys, com

njara Hills, Hyderahad - 500034

Telangana, Indiz
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Dr. Reddy's Laboratories ILtd
Formulaticn Unit-6

Viil. Khol, Naiegarh Road, Baddi.
Disit. Solan, H.P, 173 205, INDJA
Tal 491 68165 55001-62

CERTIFICATE OF ANALYSIS S —
CEPTUOPUKAT AHAJIU3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoAykT: Ketopon® (keToponak) pactBop is BHYTPHBEHHOIO M BHYTPHMbILIEYHOTO BBeneH S, 30 mr/mn
BatchNo / 1 V240420 Batch Quantity / : 272727 ampules /
Cepwuin Ne O0BeM cepiil 272727 amnyn
Analytical Report No / : 890001745432 Date of Analysis / : 28.06.2024
AnaJluTH4yecKHuii oTueT Ne Jlara anaimsa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jlara npon3BoacTea T'ozen no
Analysis performed according ND / Ananus nposexen no HJI: JI[1-001365-170222

Page2 of 5/C1p. 2 m3 5

JJI;{OO Test / Iloka3zaTenb Results / Pe3yabTaThl Specification / Hopma
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaumsle 4acTULIB! B cooTBeTcTBUM C TpeOOBAHUSIMH.
6B Invisible particles /
HeBuOuMble 4acTULBL:
i. Particles> 10 pm/ 5 not more than 6000 per ampoule /
YacTull pasmMepoM > ne 6onee 6000 Ha amITyy;
10 MmxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTHL pasMepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHbIe IpuMecH
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He 6onee

0,20 %;

Impurity B / [Ipumecs B

Not detected / He o6HapyxeHa

not more than 0.50% / He Gonee
0,50 %;

Impurity C / [Ipumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He 6onee
Hmxe npenena KONMYECTBEHHOTO 0,50 %;
onpeaenenus (ITKO = 0.033%)
Impurity D / IIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He 6onee

Huxe mpegena obHapyxenus (110
=0.014 %)

0,20 %.

Any unspecified impurity /
EnvnudHas HeupeHTuGULH-
pOBaHHas IIpUMeECch

0.05%

Not more than 0.20 % / He Oonee
0,20 %.

Rewaiks . The Product coulinus (b WD/
INpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanmam HJ

Conclusion : APTROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Pardeep IposepeHo: Pawan Kumar Onobpeno: Menemxep / Pykosogurenb
Kumar Manoj Kumar X

A e -
Reprint Date / Reprint Date / ' Reprint Date /
Hara: 28.06.2024 Jara: 28.06.2024 Hara: 28.06.2024

Registarad Ofrice: 8-2-327, Road Ko, 2, Banjara Hils, Hyderabad - 506034, Telangana, India

Tel. +91 40 4500 2200, Fax:

4PLCONAS0TY

dreeddvs.com

2639, Eniail: mail@drraddys.cam




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJM3A

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDJA
Tal: +91 98165 56001-02
wyyditeddys.com

Product : /

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

AuvaJiuTHYeckuii oTuer Ne

JlaTa aHaJIH3A

Ipoaykr: Ketopon® (xeroponak) pacTBOp U1 BHYTPHBEHHOTO H BHYTPUMbILIEHHOTO BBEACHHUS, 30 Mr/mit
BatchNo / 1 V240420 Batch Quantity / : 272727 ampules /
Cepwin Ne O6bem cepun 272727 amiyn
Analytical Report No / : 890001745432 Date of Analysis / : 28.06.2024

Date of Manufacture /
JlaTa npou3BoACTBA

: 06/2024

T'onen no

Date of Expiry /

: 05/2027

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-170222

Page3 of 5/Crp. 3 m35

JJI;J.OO Test / [loka3aTesib Results / Pe3yabTaThl Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6Gonee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3BnekaeMblii 06beM He menee HoMuHansHoOro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuaibHuble <={.725 EQ/Mr tromethamine. / He 6onee 5,8 EQ/Mr
YHAOTOKCHHBI KETOpoJiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH ObITb
CrepuibLHOCTD (IJ151 Kama0M CTEPHIbHBIM.
15-0ii cepun)

1;.? Test / [loka3zaTens Results / PesyibTaThl Specification / Hopma

11 Assay / KonnyecTBeHHOE 30.02 mg /30.02 mr From 27.0mg to 33.0mg of

onpejesieHue CisHi3NO3: C4H11NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
pile] 33,0 Mr C15H13N03'C4H11NO3
(keTopojaka TpOMeTaMuH) B 1 MIIL.

12 Alcohol content / ITanon 11.76 % From 10.60 % to 12.60 %. /
Or 10,60 % no 12,60 %.

Remarks : The Product confirms to NI/
Ipumeuanue: [IpogykT cootBeTcTBYeT TpeboanusM HJI

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotorneno: Pardeep IIpoeepeno: Pgwan Kumar Ono6peHo: Menemxep / PykoBoauresns
Kumar i %E Manoj Kumar ' wﬁ
Reprint Date / Reprint Date / Reprint Date /

Jata: 28.06.2024 Hara: 28.06.2024 Hara: 28.06.2024

Registered Office: 8-2-337, Road No. 3, Bani
Tel. +21 40 4800 2800, Fax: +61 4

CIN: LAt

WWWLaTY

ara Hills, Hyderabad - 506024, Telangana, Indiz
1200 2699, Email: mail @ driaddys.com
1884PLCO0ARCT
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Or. Reddy's Laboratories Lid,
Formulation Unit-5

Viil. iKhol, Nalagarh Read, Baciy),
Disit. Solan, H.B, 173 205, INDIA
Tol 1 +91 931605 56001-G2
www.diteddys.com

Product : /

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

IIpoAaykKrT: Keropon® (keToposnak) pacTBop AJisl BHYTPHBEHHOTO W BHYTPHMBILIEYHOTO BBEACHHS, 30 Mr/ma
BatchNo / 1 V240420 Batch Quantity / : 272727 ampules /
Cepun Ne Oobnem cepin 272727 amniya
Analytical Report No / : 890001745432 Date of Analysis / : 28.06.2024
AHaJlATHYECKHH oTyeT No Jara aHanm3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JlaTa NIPOH3BOACTBA T'omen no

Analysis performed according ND / Ananus nposened mo HJI: JII1-001365-170222

Page4 of 5/Crp.4u3 5

1}? Test / IlokasaTeJb Results / PesyabTaTs! Specification / Hopma
13 Packaging / YnakoBka 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.
PV C/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Mo 1 wmn B amnoynsl 3 | ina carton pack./
CBETO3aLUUTHOrO crewia | Ilo 1 wmMn B ammynsl  u3
koprynesoro xmacca I (USP). B | cBeTO3alIMTHOrO CTEKJIA KOPHYHEBOIO
BepXHeM YacTd aMIyJbl HAaHECEHbl | MM TEMHO-KOPMYHEBOTO  IIBETa
KONBLIO W TOuka Ina paszioma. Ha | kmacca I (USP). B BepxHei uactu
amIyJy HaKJIEUBaIOT 3TUKETKY. aMITyJibl HaHECEHbI KOJBLIO M TO4Ka
o 10 ammyn ¢ uHCTpyKLMeH no | and pasnoma. Ha ammmyny HakJIEHBalOT
MPUMEHEHHIO MOMEINAIOT | 3THUKETKY.
B [IBX/amomMunueBsiii 61uctep. ITo 10 ammyn c MHCTpyKIUe#d mno
ITo 1 GnucTepy B Nayky KapTOHHYIO. | NPHMEHEHHUIO HOMELIAIOT
B [IBX/antoMuHuEBBIH OnHCTED.
[To 1 6nucTtepy B MauKy KapTOHHYIO;
LA cTaudoHapos: mo 2, 3, 5
OGJIMCTEPOB B IIaYKy KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootetcTBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ammuiieHHOM
XpaneHnue OT CBETa MECTe TPH TeMIiepaType He Bble 25 °C. He 3aMopaxHBaTh.
16 Shelf-life / Cpox roaHocTH 3 years. / 3 roga.

Remarks : The Product confirms to ND/
IMpumeyanue: [Ipoaykr cootBeTrcTBYeT Tpebosanuam HJJ

Conclusion : APPROVFED/
3axmiouenue: OJJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosnexo: Pardeep TIpoBepeHo: Pawan Kumar Omobpeno: Menemxkep / PykoBonurenb
Kumar J/ Manoj Kumar ' !
Reprint Date / Reprint Date / Reprint Date /

Hara: 28.06.2024 Jara: 28.06.2024 Jlata: 28.06.2024

Registered Tifica: 8

Tel: #4140

LCOQ4ARCT

flls, Hydarabad - 500034,

2699, Email: maildriedd

Tatangang, India




21 Reddy's Lsboratorizs i,
Qe Formulation Unit-6
Dr. Reddy’s ‘... E,.’{il. if(hoi, Nalagarh Ro 1fi,. Baddi,
. Diztt, Solan, H.P, 173 205, INDIA
Tel 0491 28165 56001-02

CERTIFICATE OF ANALYSIS PraVi A e diths ERTH
CEPTU®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToposniak) pacTBOp AJist BHYTPUBEHHOTO M BHYTPHMBILIEYHOro BBEAEHHA, 30 Mr/mi
Batch No / : V240420 Batch Quantity / : 272727 ampules /
Cepsa Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001745432 Date of Analysis / : 28.06.2024
AHaJluTHYecKH#H oTyeT No Jara anann3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npon3BoacTBa I'open mo
Analysis performed according ND / Anaymnz nposeaen mo HJIL: JIT1-001365-170222

PageSof 5/Crp. 5m3 5

API name / Haumenopanune AQC: Ketorolac tromethamine / KeTopojiaka TpoMeTaMHH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABQH006833

Homep cepun npouspoanteas ADC:

FP Manufacturer API Batch number /

Homep cepuu cybeTtanumn nponssoautens I'JId: e a0
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipouseoaurtens A®C, crpaHa: I-p Pemau'c Jlaboparopuc JItn., Unaus
Remarks : The Product confirms to NT)/ Caonclusion : APPROVED/
[Tpumeuanue: Ipoaykt cooteeTcTBYET TpeboanuaM HJJ 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Pardeep [Iporepeno: Pawan Kumar Opnobpeno: Menemxep / PykoBoguresns
Kumar Manoj Kumar

bf/; 4
Reprint Date / Reprint Date / ' Reprint Date /
Jara: 28.06.2024 Jara: 28.06.2024 Jara: 28.06.2024
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