Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposnak) pactBop /s BHYTPUBEHHOTO ¥ BHYTPHMBILLIEYHOTO BBeleHus, 30 mr/mn
Batch No / : V240115 Batch Quantity / : 272727 ampules /
Cepus Ne O6beM cepru 272727 amnyn
Analytical Report No / : 040002450278 Date of Analysis / : 11.03.2024
AHaJIMTHYECKHIT 0TyeT No Jlata ananu3za
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jata npou3BOACTBA I'ogen go
Analysis performed according ND / Ananuz nposegen no HJ/I: JI[1-001365-170222
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1;.: Test / Iloka3zarennb Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
ITpozpauHsiii ceemio-xenteiit | / Tlpo3paunslit OecUBETHBIH wiu
pacTBop. CBETJIO-XKENTHIH pacTBOp.

2 Identification /
IMopauHHOCTH

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
yIepKUBaHUA OCHOBHBIX MHKOB Ha
XpOMaTorpaMmme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHaM
yIOepXKHBaHUA OCHOBHBIX IIHKOB Ha
XpoMaTorpamme CTaHAAPTHOTO
pacTBopa KeTopoJiaka TpoMeTaMHHa
u HanpoKkceHa (pazmen
«KomnuecTBeHHOE OTIpeeNIeHHue»)

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
yIOePXXMBAaHUA OCHOBHBIX ITHKOB Ha
XpoMarorpamme UCTILITYEMOTO
pacTBOpa MOJDKHBI COOTBETCTBOBATDH
BpEMEHAM YJIEPKUBAHMS OCHOBHBIX
TIMKOB Ha XpoMaTorpamme
CTAHAAPTHOTO PAcTBOpPa KeTOpoJiaka
TpOMeTaMMHa M HampokceHa (paszen
«KoniecTBeHHOE ONpeeIeHHE)

3 Clarity / [Ipo3payHocThb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHus
npernapara He JI0JKHA NPEeBBIIIATh
OTANIECIIEHIIMIO 3TAJIOHa CpaBHeHUA 1.

4 Color / lIBeTHOCTB 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anvHE BOJIHBI
430 M.

5 pH 7.34 From6.9t07.9./0t16,9 no 7.9.

Remarks: The Product confirms to ND/
Ipumeuanue: [IponykT cooTreTcTBYeT Tpebopanusm HJJ

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Jata: 11.03.2024

Hara: 11.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ankit & “| Tlposepeno: Rama kant Onobpeno: Menemxkep / Pykosonutens

r@ﬁ@ \L Manoj Kumar : 1_.{
Reprint Date / Reprint Date / \ Reprint Date / :

Jlata: 11.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon" (keTtoponak) pacTBop A/iss BHYTPHBEHHOIO W BHYTPHUMBIILEYHOr0 BBeAeHHs, 30 Mr/mu
Batch No / : V240115 Batch Quantity / 1 272727 ampules /
Cepus Ne O6beM cepun 272727 amnyn
Analytical Report No / : 040002450278 Date of Analysis / : 11.03.2024
AHajuTHYecKHi oTueT Ne Jara anaauza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JdaTa npousBoacTBa I'ogen no
Analysis performed according ND / Anasu3 nposeaed no HJI: JI1-001365-170222
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6 Particulate matter / MexaHu4ecKkue BKJIAYEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Bunumele 4acTHIBI B cootseTcTBHM ¢ TpeOOBAHUSIMH.

6B Invisible particles /
HeBumumMele 4acTHLIBL

i. Particles> 10 pm / 09 not more than 6000 per ampoule /
Yactuu pazmepom > He Oonee 6000 Ha ammnyny;
10 MM
ii. particles > 25 pm / 00 not more than 600 per ampoule /
4acTHL pa3MepoM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe mpuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Ilpumecs B Not detected / He oGHapyxeHa not more than 0.50 % / He Gonee
0,50 %;
Impurity C/ Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He 6onee

0,50 %;
Hipke npenena KoNU4eCTBEHHOTO R

ITKO = 0.033 %
Impurity D / [pumecs D ortpezeneHi ( ) not more than 0.20 % / nHe OGonee

Below LOD (LOD = 0.014 %) / 0,20 %.
Hmxe npenena obHapyxenus (I10

=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee
EnvHnuHas HeugeHTuniu- e 0,20 %.
pOBaHHas NpUMeCh
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: Ilponykr cootsercTByeT TpeboBanuam HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Ankit /{ | tIpoBepeno: Rgma ke:/rz‘[ Ono6peHo: Menemxep / Pykosoaurens
ﬂ;ﬁp U Manoj Kumar m, | !gyzé
Reprint Date / Reprint Date /| Reprint Date /
Jata: 11.03.2024 Jarta: 11.03.2024 Jara: 11.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: KeTopon® (keToposiak) pacTBop Jutsi BHYTPUBEHHOIO U BHYTPUMBILIEUHOTO BBEAeH A, 30 Mr/Mi
Batch No/ : V240115 Batch Quantity / : 272727 ampules /
Cepus Ne O0neM cepun 272727 amnyn
Analytical Report No / : 040002450278 Date of Analysis / : 11.03.2024
AHaauTHYECKHH oTUeT No JlaTta aHaim3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JaTa npon3BoJacTBa T'onen no
Analysis performed according ND / Ana;iu3 nposenen mo HJI: JIT1-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He Gonee
npuMecer 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Biaekaemsblii 00beM He menee HomuHansHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTtepuanbHhble <=0.725 E3/mr tromethamine. / He 6oxee 5,8 ED/mr
IHAOTOKCHHBI KeTOopoJiaKka TpOMeTaMKHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITh
CTepuibHOCTb (S5 KaXKAOH CTEPUIILHBIM.
15-o0i1 cepun)

11 Assay / KonnyecTBeHHOe 29.55 mg/ 29.55 mr From 270mg to 33.0mg of

onpeaesieHue Ci1sHi3sNO3- C4H1NO; (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
A0 33,0 Mr C15H13NO3‘ C4H11NO3
(keTopoJaka TpoMeTaMuH) B 1 ML
12 Alcohol content / DTanosa 11.82 % From 10.60 % to 12.60 %. /
Ot 10,60 % nmo 12,60 %.

Remarks: The Product confirms to ND/
ITpumeyanue: IlpogykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akarouenne: OJOBPEHO

Prepared by / Checked by /

INoarororneno: Ankit /9{ |_IIpoBepeno: Rama kant
[ &wfmj (

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauienb ﬂ

Manoj Kumar : st

Reprint Date/
Jara: 11.03.2024

Reprint Date /
Jara: 11.03.2024
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Reprint Date /
Jara: 11.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (ketoponak) pacTBOp /Uil BHyTPUBEHHOIO ¥ BHYTPUMBbILIEYHOTO BBEJCHHUS, 30 Mr/mi
Batch No / 1 V240115 Batch Quantity / : 272727 ampules /
Cepus Ne O6beM cepHH 272727 amnyn
Analytical Report No / : 040002450278 Date of Analysis / : 11.03.2024
AHaJNHTHYECKHI oTueT No JlaTa anasu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JaTta npon3BoacTBa I'ogen g0
Analysis performed according ND / Ananus npoBeaen no HJI: JII1-001365-170222
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13 Packaging / Ynakoska

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. /

ITo 1 wMn B ammynsl u3
CBETO3aLIUTHOTO cTeKna
kopuuHeBoro kinacca I (USP). B
BepXHeH 4acTU aMITylbl HaHECEHEI
KONIBIIO M TOYKa i pasnoma. Ha
aMIyJy HaKJIEHBarOT 3TUKETKY.

ITo 10 amMmyn ¢ WHCTpYKLMEH 0O
MIPUMEHEHHIO MIOMEIIAIOT
B [IBX/antoMuHHEBBIH OIUCTED.

[To 1 6nucTepy B Na4Ky 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. /

flo 1 w™Mn B aMoynsl U3
CBETO3AIUTHOTO CTEKJIa KOPUIHEBOTO
WM TeMHO-KOPUYHEBOTO  IIBETa
kmacca I (USP). B BepxHelt yactu
aMIyJibl HAHECEHBI KOJNbLIO W TOYKA
JUist paznoMa. Ha aMITy Ty HakJIeHBaroT

STUKETKY.
IIo 10 amnyn ¢ HHCTPYKHUEH II0
PUMEHEHUIO HOMELAIOT

B [IBX/anmoMUHHUEBBIN OHCTED.

ITo 1 6nucTepy B nauky KapTOHHYIO;
JUI1 cTanuoHapoB: mno 2, 3, 5
ONUCTEPOB B N1aUKy KapTOHHYIO.

ITo 1 6nucTepy B NaYKy KApTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetcTBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuuienHom
OT CBETa MeCTe IIpH Temnepatype He Bhiuie 25 °C. He 3aMOpaxuBaTs.

16 Shelf-life / Cpok ropnocTn

3 years. / 3 roza.

Remarks: The Product confirms to ND/
[Tpumeuanue: IlponykT coorseTcTByeT TpeboBanusM HJI

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IToarorosneno: Ankit /ﬂ) 6

Checked by /
ITpoBepeno: R na l\a

(OFC

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens
Manoj Kumar
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Reprint Date /
Hara: 11.03.2024

Reprint Date /-
Jlara: 11.03.2024
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Reprint Date /
Jlata: 11.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

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

poaykr: Ketopon® (keToposiak) pacTBop Aj1s BHyTPUBEHHOIO H BHYTPMMBILIEYHOTO BBeAeH s, 30 Mr/ma
Batch No / : V240115 Batch Quantity / : 272727 ampules /
Cepusa Ne Obbem cepun 272727 amnyn
Analytical Report No / : 040002450278 Date of Analysis / : 11.03.2024
AHaJuTHYECKHi oTUeT Ne JlaTa anaan3za

Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JaTa npon3BoacTBa I'open no

Analysis performed according ND / Anann3 nposeaen no H/: JIT1-001365-170222
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API name / Haumenosanue A®C:

Ketorolac tromethamine / KeTopoJsiaka TpOMeTaMHH

Howmep cepuu cy6cTanumu npoussoautens IJId:

INN / MHH: Ketorolac / Ketoposnak
API manufacturer batch number /

Homep cepun npoussoautens ADC: ABQH005596

FP Manufacturer API Batch number / FEQA00499

API Manufactured by & country /
IIpousBoautens A®C, ctpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Penau'c Jla6oparopuc JIta., Uanus

Remarks: The Product confirms to ND/
ITpumeuanue: IIpogykt coorBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3axmouenune: OJOBPEHO

Prepared by /
[Toarorosneno: Ankit
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Checked by /
~[IpoBepeno: Rﬂxa kan

J‘u(/

Approved by: Manager/Executive /

Onobpeno: Meneokep / PykoBoauT
Manoj Kumar e 2, ué ;

Reprint Date /
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