Dr.Reddy’s Qf:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBop jUis BHYTPHBEHHOTO H BHYTPHMBbILIEYHOTO BBEIeHHS, 30 mr/ma
Batch No / : V230549 Batch Quantity / : 272727 ampules /
Cepus Ne O0Bem cepHH 272727 amnyl
Analytical Report No / : 890001678620 Date of Analysis / : 30.07.2023
AHajguTHYecKHH oTyer Ne Jara anajusa
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTta npon3BoacTBa I'oaen 1o
Analysis performed according ND / Anasnns nposenen no HJI: JI1-001365-170222
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1}00 Test / Iloka3zaTenan Results / PesyabTaThl Specification / Hopma

1 Description / Onncanune Clear pale yellow solution. / | Clear colorless to pale yellow solution.
[Mpo3pauHsriit ceTno-kenTelii | / TIpo3paunblii OGeCHBETHBIN WK
pacTBoOp. CBETJIO-KENTBIH PacTBOP.

2 Identification /
TMopinHHOCTDL

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
yIEP)KMBAHUST OCHOBHBIX NHKOB Ha
XpoMaTorpamMmme UCTILITYEMOTO
pacTBopa COOTBETCTBYIOT BpEeMEHaM
yIAEPXUBAHKUSA OCHOBHBIX NMUKOB Ha
XpOMaTorpamMmme CTaHIapPTHOTO
pacTBOpa KeToposiaka TpOMEeTaMUHa
u HampoKCeHa (paznmen
«KOJIMYECTBEHHOE OTIPEICTICHUE)

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
YAEPXKUBAHUSA OCHOBHBIX ITHKOB Ha
XpOMaTorpamMMe UCTILITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBAThb
BpEMEHaM YAEPXKMBAaHHMA OCHOBHBIX
THMKOB Ha XpoMaTorpamme
CTaHJapTHOTO pacTBOpa KeTopojaka
TPOMETaMKHa U HalpoKceHa (pasnen
«KonuuecTBeHHOE OnpeIeneHHeE))

3 Clarity / IIpo3payHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
npenapara He JOJDKHa MPEBBILIATH
OTIAJIECIIEHIIHIO STANIOHA CpaBHEHUS L.

4 Color / llBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npH IUIHHE BOIHEI
430 aM.

5 pH 7.35 From 6.9 t0 7.9./01 6,9 mo 7,9.

Remarks : The Product confirms to ND/
IMpumeuanue: [Iponykr coorsercTByeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
IToarororneno: Pardeep

Kumar C_f_»

—

Checked by /
[Mposepeno; Himesh Kumar

T l\ —] Manoj Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoroauTens

ll_.]j).ﬂ s

Reprint Date /
[Hara: 30.07.2023

Reprint Date /
IMara: 30.07.2023

Reprint Date /
Jara: 30.07.2023
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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

'—___-“__—__CEPTH(DHKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBOp isl BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBEACHHUS, 30 Mr/ma
Batch No / : V230549 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0bem cepHH 272727 amnyn
Analytical Report No / : 890001678620 Date of Analysis / : 30.07.2023
AHaJnTH4eckuii oTyer Ne JaTta apanusa
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npon3BoACTBa TI'open xo

Analysis performed according ND / Anaim3s nposegen nmo HJI: JII1-001365-170222
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6 Particulate matter / MexaHu4yeckune BKIINOYEHUHA

6A Visible particles /
BunyMele 4acTHIBI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B coOTBETCTBUY C TPOOBAHUSMH.

6B Invisible particles /
HCBUIHMBIC YaCTHIIBI:

i. Particles> 10 pm/ 04 not more than 6000 per ampoule /
YacTuu pasmMepom > He Gonee 6000 Ha ammyny;
10 MM
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YacTHUI] pa3MepoM > He 6osee 600 Ha amnyy.
25 MKM
7 Related substances / PoacTBeHHbIE IPUMECH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He 6omnee
0,20 %;
Impurity B / ITpumecs B not more than 0.50 % / He Oonee

Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.033%) /

Impurity C / [Ipumecs C

Huxe nipeziesia KOJIUYECTBEHHOTO
omnpepenenus (ITIKO = 0.033 %)

Impurity D / ITpumecs D

Below LOD (LOD = 0.014 %) /
Hmxe npeaena o6Hapyxenus (IIO
=0.014 %)

Any unspecified impurity /
EnuunyHas HenneHTudUIu-
poBaHHas1 IPUMEChH

Below BDL (BDL= 1722) / Huxe
nopora peructparuu (ITP = 1722)

0,50 %;

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

not more than 0.20 % / He Oomee
0,20 %.

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

Remarks : The Product confirms to ND/
[Tpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3axmrouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Pardeep

Kumar <:t,4

Checked by /
[Tposepeno: Himesh Kumar

—

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoantests
Manoj Kumar [ '

e s

Reprint Date /
Jara: 30.07.2023

Reprint Date /
Hara: 30.07.2023

Reprint Date /
Hara: 30.07.2023
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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
www.drreddys.com

CEPTHOUKAT AHAJIM3A

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

IponyxT: Keropon” (keToponak) pacTBOp Ui BHYTPHBEHHOTO M BHYTPHMBILICHHOTO BBEACHHA, 30 mr/mn
Batch No / : V230549 Batch Quantity / + 272727 ampules /
Cepusa Ne O0bemM cepun 272727 ammyan
Analytical Report No / : 890001678620 Date of Analysis / : 30.07.2023
AHaJIHTHYECKHH oTdeT No Jlara anaausa

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npon3soacTea Tonen a0

Analysis performed according ND / Ananus nposeaen no HJI: JII1-001365-170222
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Total impurities / Cymma 0.15 % Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 Mn Not less than label claim (1.0 mL) /

H3snexaemblii 06beM

He menee HomuHansHOro (1,0 M)

9 Bacterial endotoxins /
BakrepuanbHble
HIOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EDQ/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 EQ/Mr
KeTOpoJiaka TPOMETaMHUHaA.

10 Sterility (every 15th batch) /
CTepuiibHOCTB (AJ191 KaXKAOii
15-oii cepumn)

NA

Must be sterile. / JlomxeH ObITh
CTEPUIIHHBIM.

11 Assay / KosinyecTBeHHOe 30.24 mg/ 30.24 mr From 27.0mg to 33.0mg of
onpeaeJieHUe C1sH13NOj3- C4H 1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 Mr C[5H13N03‘C4H11NO3
(xeTopoJsiaka TpoOMeTaMuH) B 1 MiL.
12 Alcohol content / ITaHou 11.86 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
IMpumeuanue: ITponykT coorsercTByeT TpeboBanusM HJI

Conclusion : APPROVED /
axnrouenue: OJIOBPEHO

Prepared by /
[MoaroroeneHo: Pardeep

Checked by /
[Mposepeno: Himesh Kumar

"

£

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurensb
Manoj Kumar f

b?ﬂ-ﬁ‘ i

Kumar f
Reprint Date /

Jara: 30.07.2023

Reprint Date /
Jata: 30.07.2023

Reprint Date /
Hara: 30.07.2023
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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 wwwalreddys.com
CEPTH®HMKAT AHAJIM3A ’ ’

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keTopo1ak) pacTBOp /i BHYTPHBEHHOrO M BHYTPHMBIIIEYHOTO BBCACHHS, 30 mr/ma
Batch No / : V230549 Batch Quantity / : 272727 ampules /
Cepusn Ne O61pem cepnu 272727 amnyn
Analytical Report No / : 890001678620 Date of Analysis / : 30.07.2023
AnandaTH4eckrii oTyer Ne JaTa anaausa
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
Jlara mpom3Boacrsa T'ogen no
Analysis performed according ND / Ananns nposeaen no HJI: JIT1-001365-170222
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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. /

ITo 1 M1 B amnoyiasl u3
CBETO3aLIUTHOIO cTekna
xopuuneBoro kinacca I (USP). B
BEPXHEH YacTH aMITylbl HAHECEHBI
KOJIBLIO M TOuKa Ui pasioma. Ha
aMIIyJly HaKJIeUBAIOT STUKETKY.

ITo 10 ammyn ¢ HHCTpYKLMEH IO
MPUMEHEHHUIO NOMELIAIoT
B IIBX/amomMuHueBbIit OucTep.

ITo 1 6nucTepy B NayKy 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 Mn B aMmmoyasl U3
CBETO3AIUTHOrO CTEKJIa KOPUYHEBOTO
WIM  TEMHO-KOPUMYHEBOTO  IlIBETa
xnacca I (USP). B BepxHel wvactu
aMIyJibl HaHECEHBI KOJNBIIO W TOYKa
1715 pasioMa. Ha aMImysty HakJIeuBaroT

STHKETKY.
I[To 10 amMmyn ¢ HUHCTPYKLMEH IO
NPUMEHEHUIO MOMELIAIOT

B [IBX/antoMiUHHEBBIH OIHCTED.

ITo 1 6nucTepy B MauKy KapTOHHYIO,
I8 cTandoHapoB: mo 2, 3, 5
OJIUCTEPOB B NaYKy KapTOHHYIO.

ITo 1 6nucTepy B nayky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootercTBun ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuuienHOM
OT CBeTa MeCTe Ipu TemIepatype He Bhinle 25 °C. He 3aMOpaxHBaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 roza.

Remarks : The Product confirms to ND/
TIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoxroroeneHo: Pardeep Hponepeno\: Himesh Kumar | OgoGpeno: Menemiep / Pykosoaurenk
Kumar i _ - ——1sManoj Kumar -. ll?j—} ) !'__‘_[
Reprint Date / Reprint Date / Reprint Date /

JHata: 30.07.2023 Hara: 30.07.2023 Hara: 30.07.2023
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPHKAT AHAJIM3A ’ ’

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Keropon” (KeToponak) pacTBOP /i1sl BHYTPHBEHHOTO U BHYTPHMBILIEYHOTO BBECHHA, 30 mr/mn
Batch No / : V230549 Batch Quantity / : 272727 ampules /
Cepust Ne Oo6nem cepun 272727 amnyan
Analytical Report No / : 890001678620 Date of Analysis / : 30.07.2023
AnanurHueckuii oruyer Ne Jlata anajn3za
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
Jlara npoH3BOICTBA Togen mo

Analysis performed according ND / Auanu3 nposegen no HJI: JI[1-001 365-170222
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API name / HaumenoBanune ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npouseoautens ADC:

ABPH010196

FP Manufacturer API Batch number /

Homep cepuu cyberanuuu mpouspoautens IId:

FEQA00134

API Manufactured by & country /
IpouseoauTtean ADPC, crpana:

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJT 3akmouenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoxrorosineHo: Pardeep TMposepeno: Himesh Kumar | Onobpeno: Menekep / PykopoanTeis
Kumar Li’: C‘“‘-»;J ‘/—‘ anoj Kumar | W
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.07.2023 Hara: 30.07.2023 Hara: 30.07.2023

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




