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CERTIFICATE OF ANALYSIS

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

CEPTUPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon® (keToponak) pacTBOp 11 BHYTPHBEHHOTO M BHYTPUMBbILIEYHOrO BBEAEHHS, 30 Mr/mir
Batch No / : V230035 Batch Quantity / 1 272727ampules /
Cepnsa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001642552 Date of Analysis / : 27.01.2023
AnaanTuyeckuii oTyer Ne Hara ananuza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JdaTta npou3BoacTea T'oren no

Analysis performed according ND / Ananns nposexen mo HJI: JIT1-001365-170222

Pagel of4/Crp.1u3 4

N . .
Ng Test / ITokaszaTesb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
Ipo3pauHslit cBeTO-KenTelii | / Ilpo3pauHblit OecuBeTHBIH  WiIn
pacTBop. CBETJIO-XKEJIThI PacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks

IToaIMHHOCTEL

peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / BpemeHa
YIOEp)KMBAaHUS OCHOBHBIX IMHKOB Ha
XpoMarorpamme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIEpKHBaHHUS OCHOBHBIX MUKOB HA
XpoMaTorpamme CTaHAAPTHOTO
pacTBOpa KeTopojiaka TpoMeTaMHHa
u HarpoKceHa (pa3men
«KonnuecTBeHHOE OTpe/ieNieHHEN)

in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
yIepXUBaHHA OCHOBHBIX IIMKOB Ha
XpoMmarorpamme HCIIBITYEMOFO
pacTBopa NOJDKHBI COOTBETCTBOBATH
BpEMEHaM YAEPKUBAHHS OCHOBHBIX
TINKOB Ha XpoMaTorpaMmme
CTaHAPTHOTO PAcTBOpa KeTOpoJiaka
TpOMeTaMHHa M HalpokceHa (pasnen
«KonuuecTBeHHOE onpeneneHue»)

3 Clarity / Ilpo3pauHocTsb

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuns
npenapara He JOJDKHA MpPeBbIIIAaTh
OMANECHEHIHUIO 3TallOHa CpaBHeHHA 1.

4 Color / llBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu UTHHE BOJIHBI
430 HM.

5 pH 7.37 From 6.9 t07.9./0t16,9 no 7.9.

Remarks: The Product confirms to ND/

IIpumeuanue: IIponykT cooTBeTcTBYET TpeGoBanuaM HJT

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[Tonroroenexo: Ankaj Verma

/K-

Checked by /
IIpoBepeno: N?esh Kumar
,L*'

-

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / IP)YKOBOJIHTSHI:
Pavan Kumar Sharma ;/r.tj:'-"”

Reprint Date /
Hata:27.01.2023

Reprint Date /
Hara: 27.01.2023

Reprint Date /
Jara : 27.01.2023

/
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Product : /

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

[Mpoaykr: Keropon™ (keTopoiak) pacTBop Al BHYTPHBEHHOTO M BHYTPHUMBILIEYHOTO BBEACHN, 30 Mr/mn
Batch No / : V230035 Batch Quantity / : 272727ampules /
Cepus No O0bem cepuu 272727 amnyn
Analytical Report No / : 890001642552 Date of Analysis / 1 27.01.2023
AHaJIUTHYECKHIT oTueT No Jarta ananuza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jdarta npousBoacTea I'onen oo

Analysis performed according ND / Anasn3s nposeaen mo HJI: JI[1-001365-170222
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6 Particulate matter / Mexanuyeckue BKJINOYEHHUS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
Buanmble yacTuiipt B cooTBeTcTBUM ¢ TpeOOBAHUAMU.
6B Invisible particles /
HeBunnmele yacTuipi:
1. Particles > 10 pm / 36 not more than 6000 per ampoule /
YacTuw pazmMepom > He Gonee 6000 Ha amnyny;
10 MKM
il. particles> 25 pm/ 01 not more than 600 per ampoule /
4acTUL pa3MepoM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBennbie npumecu
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Hpumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / He Gojee
Hwmxe npenena obHapysenus (IO = 0.014 %) 0.50 %:
Impurity C / TTpumecs C Less than LOQ (LOQ = 0.033 %) / Hipxe not more than 0.50 % / He 6ojee
fpcaciia KOJHYCCTBCHHOIO OINPEAC/ICHNSA 0 50 (V .
(TIKO = 0,033 %) > b
5 (1)
Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0.014 %) / not Ionore than 0.20 % / He 6Gonee
Hwxe npenena oSHapysxenns (IO = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnnnudHas HenaeHTUGULN- 0,20 %.
POBAHHAast MPUMECH 0.05%

Remarks: The Troduct conliis (o NDY

[Ipumeuanne: TTpoaykT cooTBeTcTByeT TpeGoBanuam HJJ

Conclusion: APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
Hoxnrorosneno: Ankaj Verma

-

Checked by /

[Tpoeepeno: Narz Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyrosonnrens
Pavan Kumar Sharma &f{w—""

—

/

Reprint Date /
Hata:27.01.2023

Reprint Date /
Jara: 27.01.2023

Reprint Date /
Hara : 27.01.2023
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

www.drreddys.com

CEPTUOPUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Hpoaykr: Kerapon™ (keToponak) pacTBOp AfA BHYTPHBEHHOTO M BHYTPHMbILICYHOTO BBENEHNS, 30 Mr/mi
Batch No / 1 V230035 Batch Quantity / 1 272727ampules /
|Cepust Ne Oo0bem cepnn 272727 amnyn
Analytical Report No / : 890001642552 Date of Analysis / : 27.01.2023
AHanuTnyeckuii otyer No HdaTta anammsza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

Hdara npon3zBojctBa Topen ao

Analysis performed according ND / Ananns nporeaen mo HJL: JITT-001365-170222
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Total impurities / Cymma
MpUMecein

0.20%

Not more than 1.50 % / He 6omee |
1,50 %.

8 Extractable volume /
U3zBnekaemblii 00bem

1.0ml/ 1.0 ma

Not less than label claim (1.0 mL) /
He menee HomunanbHoro (1,0 )

9 Bacterial endotoxins /
bakTepuaibHbie
3HAOTOKCHHBI

<=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 TPOMETaAMUHA.

10 Sterility (every 15th batch) /
CrepuibHOCTL (1151 KaXKA0i
15-0ii cepun)

COMPLIES

Must be sterile. / JlomxeH ObITh
CTEPHIILHLIM.

11 Assay / KonuuecrBennoe 29.61 mg/29.61 mr From 27.0mg to 33.0mg of
omnpenesienue Ci5H13NO3  CsH 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 MI C15H13N03'C4H11N03
(keToposiaka TpoMeTaMuH) B 1 mn.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

11.68 %

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeuanue: Tlponykt cooreerctayer Tpebosanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Ankaj Verma IIpoeepeno: Naresh, Kumar Onobpeno: Menemxkep / P_;’KOBO,L‘[HTGIII:
f > é Pavan Kumar Sharma ;E}’:v//
— =
Reprint Date / Reprint Date / Reprint Date /
Harta:27.01.2023 Hara: 27.01.2023 Jara : 27.01.2023
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CEPTHOHKAT AHAJIM3A

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

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

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

AHaJIMTHYECKHH oTyeT Ne

Harta ananuza

Hpoaykr: Keropon ™ (keToposak) pacrBop juis BHYTPUBEHHOTO H BHYTPHMbILIEYHOrO BECACHHS. 30 Mr/mi
Batch No / : V230035 Batch Quantity / : 272727ampules /
Cepua Ne Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001642552 Date of Analysis / : 27.01.2023

Date of Manufacture /
Hdara npoussBoacraa

: Jan.2023

T'onen o

Date of Expiry /

: Dec.2025

Analysis performed according ND / Anaaus nposesen mo HJL: JIT1-001365-170222
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13 Packaging / ¥ makoska

I 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 amoynsl  wu3
CBETO3aLINTHOTO cTexIa
KopuyHeBoro khacca I (USP). B
BEpXHEH YacTH aMIly/lbi HaHECEHBI
KOO W TOYKa jnsg pasioma. Ha
amIyJy HaKIEMBalOT ITUKETKY.

ITo 10 ammyn ¢ uHcTpykuMeil mno
IIPUMEHEHHIO MOMeNaoT
B [IBX/amoMunuerblit 6auctep.

Ilo 1 bivcTepy 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 wMan B aMoynsl U3
CBETO3ALIUTHOIO CTEKJIa KOPUUHEBOIO
WA TEMHO-KODUYHEBOrO  IIBETa
kiacca I (USP). B BepxHeit yacTtu
amIynbl HAHECEHBI KOJbLO W TOYKA
115 pasfomMa. Ha ammyny HakjienBaroT
STHKETKY.

Ilo 10 ammynm ¢ HHCTpyKLMe#l Mo
NPUMEHEHHUIO MOMEILAIOT
B [IBX/antomuHueBbLit GrucTep.

ITo 1 6rmcTepy B NayKy KapTOHHYIO;
JUlsL  CTalMOHapoB: mno 2, 3, 5
ONMCTEPOR B MAYKY KAPTOHHYIO,

14 Labelling / Mapkuposka

According to ND / B cootserctuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumesaoM
OT CBeTa MECTE NPH TeMIiepaType He Bule 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpox roanocru

3 years. / 3 roga.

Remarks: The Product confirms to ND/
[pumeuanwe: |lponykT coorsercrayer Tpebosanusm HJ

Conclusion;: APPROVED /
3akmouenne: QJOBPEHO

Prepared by /
IToaroroeneno: Ankaj Verma

ZQ/,

Checked by /
ITpoBepeno: Naresh Kumar

Y
-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoamnrens
Pavan Kumar Sharma

Reprint Date /
HaTa:27.01.2023

Reprint Date /
Hara: 27.01.2023

Reprint Date /
Hara : 27.01.2023
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