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CERTIFICATE OFF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

Product : /
| ITpoayxT: KeTopon™ (keToponak) pacTBop /1 BHYTPUBEHHOIO W BHYTPHMBILICUHOTO BBEACHHS, 30 Mr/ma
Batch No / : V220574 Batch Quantity / ¢ 272727ampules /
Cepusn Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001610119 Date of Analysis / : 31.08.2022
AHnanuTnyeckuii oryer Ne Jlara ananau3za

Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025
TaTa npousBojacTBa T'ogen no

Analysis performed according ND / Ananu3 nposenen mo HJI: JIT1-001365-170222

Page 1 0of4/Crp.1n34

ioo Test / [loxazatenn Results / PesyabTaThl Specification / Hopma

1 Description / Onucanne Clear light yellow solution. / | Clear colorless to pale yellow solution.
[po3paunsiii cBeTno-xenteli | / Ilpo3pauHblii OecuBeTHBbIH wau
pacTBop. CBETJIO-XKENTbIH pacTBop.

2 Identification /
IoannHHOCTH

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
YIAEPXHBaHUS OCHOBHBIX THKOB Ha
XpoMmarorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
yIEPKUBaHHS OCHOBHBIX TIHKOB Ha
Xpomarorpamme CTaHJapTHOTO
pacTBOpa KETOpOJiaka TpOMeTaMHHa
" HalpoKceHa (paznen
«KonnuecTBeHHOE OTpesieNieHUuen)

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
YAEpXKUBAHUS OCHOBHBIX ITHKOB Ha
XpoMmarorpamme HCIIBITYEMOTO
pacTBopa [JOJXKHBl COOTBETCTBOBaTH
BpEMEHaM YAEPKUBaHUSL OCHOBHBIX
MHKOB Ha XpoMaTtorpamme
CTaHIAPTHOTO pacTBOpa KETOpoJaka
TpOMeTaMHHa M HampoKceHa (pasnen
«KonnuecTBEeHHOE ONpeAeeHe»)

3 Clarity / IIpo3payHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
npenapara He JOJ/DKHA NPEBbIIIATh
ONANECLEHMIO 3TAIOHA cpaBHeHus 1.

4 Color / IliBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu avuHe BOIHBI
430 Hm.

5 pH 7.36 From6.9t07.9./0t16,9 no 7,9.

6 Particulate matter / Mexannueckye BKJIIOYEHHS

Remarks ;: The Product confirms to ND/
ITpumeuanne: IpoaykT coorBercTBYeT TpeboBanuam HJI

Conclusion : APTPTROVED /
3axknwuenue: OJJOBPEHO

Prepared by /
IMonrorosneno: Pardeep Kumar
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Checked by /
IMposepeno: Himesh Kumar
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Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykoogurens
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Reprint Date /
Hara: 31.08.2022

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Jata : 31.08.2022
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[ Product : /

CEPTUDOUKAT AHAJIN3A
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Ketorol (Ketorolac) solution for intravenous and intramuscular in) cctlong, 59 mg/ml
| Hpoaykr: KeTopon™ (keToponak) pacTBop Ais BHYTPHBEHHOIO H BHYTPHMbBILIEYHOrO BBEAEHHs, 30 Mr/mMn

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

JaTta npon3BoacTsa

Batch No / : V220574 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001610119 Date of Analysis / : 31.08.2022
AHanuTH4ecknii oryer Ne Jara anannsa

Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025

Toaen go

Analysis performed according ND / Anaaun3s nposexen nmo HJI: JIT1-001365-170222
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6A Visible particles / Complies / CoorBeTcTBYET Should correspond to requirements. /
Buziimble yacTHUbI B cooTBeTCTBMM C TpeOOBAHUAMM.
6B Invisible particles /
HeBuaumble yacTuip:
i. Particles> 10 pm/ 64 not more than 6000 per ampoule /
YacTuy pazmepom > ve 6onee 6000 Ha ammyny;
10 Mxm
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
4acTHL Pa3MEPOM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacreeHHble npuMecH
Impurity A / Tlpumecs A 0.16% not more than 0.20 % / He Gosnee
0,20 %;
Impurity B / Ilpumecs B Below Limit of Detection (LOD=0.014 %)/ | not more than 0.50 % / nHe Gonee
Hinxe npeaena odnapysenus (110 = 0.50 %:
0.014 %) ’ ’
1 0,
Impurity C / Tlpumecs C Less than LOQ (LOQ = 0.033 %)/ Hamnce 805t() in/(?re than 0.50 % / He Oonee
npeaena KOJMYECTBEHHOr o onpeaAcneHnus &) 0
Tmpurity T/ Tpumecs T (EXO=0i065%) nat mare than NN % /[ we Anuee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Huxe npeaena obuapyxeus (IO
= f o =0.014%
Any unspecified impurity / 0.014%) Not more than 0.20 % / He 6onee
Enunnvnas nenpentuduLm- 0.06% 0,20 %.
POBaHHas NPUMECh
Total impurities / Cymma 0.21% 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) /
H3Baekaemblii 06bem He menee HomuHansHoro (1,0 mi)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMprimeuanue: Ilpoaykr cooTBeTcTBYET TpeGoBaHusM HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Pardeep Kumar [Tpoeepeno: Himesh Kumar | Ono6peno: Menemxkep / PykoBonurens
= : Om Prakash PR
Reprint Date / Reprint Date / Reprint Date / "
Jara: 31.08.2022 Mara: 31.08.2022 Hara : 31.08.2022
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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

CEPTHUOHUKAT AHAJIN3A

Tel : +91 98166 56001-02

AHajuTHUYecKHIf oTyeT No

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculvéfvivﬁj%r(‘fﬁ%%'g?’;'TI)' mg/ml

Ipoaykr: Ketopon™ (keTopoaak) pacTBop Ajis BHYTPUBEHHOTO W BHYTPHMMbILIEYHOr0 BBeAeHHs, 30 Mr/ma
Batch No / : V220574 Batch Quantity / : 272727ampules /
Cepus Ne Ob6bem cepuu 272727 amnyn
Analytical Report No / : 890001610119 Date of Analysis / : 31.08.2022

Hata ananusza

Date of Manufacture /
JlaTa npon3BoacTBa

: JULY.2022

T'open mo

Date of Expiry /

: JUN.2025

Analysis performed according ND / Ananu3s nposeaen o HJI: JIT1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=(.725 EQ/mr tromethamine. / He Gonee 5,8 ED/mr
IHOOTOKCHHBI KeTopoJiaka TpoMeTaMHHa.

10 Sterility (every 15th batch) / Complies / Ctepunex Must be sterile. / JlomxeH ObITb

CrepuibHOCTB (IS KAXKROIH
15-oii cepumn)

CTEPHJIBHbIM.

11 Assay / KoinuecTBeHHoe 29.56 mg/29.56 mr From 27.0mg to 33.0mg of
onpenexeHue Ci5H13NOj3- C4H 1 NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mr C15H|3NO3'C4H11NO3
(xeToponaka TpoMeTaMuH) B 1 ML
12 Alcohol content / ITanon 11.58 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product contirms to ND/
ITpumeuanue: IIponykr cooreercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
Zaxnwuenne: OJOBPEHO

Prepared by /
IToaroroeneHo: Pardeep Kumar

=l .

Checked by /
[Tposepeno: Himesh Kumar

i

Approved by: Manager/Executive /

OpobpeHo: Menemxep / Pykosoaurens
Om Prakash '; @ e L//
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/

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Jlara: 31.08.2022

Reprint Date /
Hara : 31.08.2022

Registared Office: 8-2-
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscu‘fv';l"i‘v‘i-;ij"éb"fluou s",'\3}(5hmg/m1 -
ITpoaykr: Keropon® (keToponak) pactsop Ui BHYTPHBEHHOTO U BHYTPUMBILLIEHHOTO BBEAEHHS, 30 Mr/M
Batch No / 1 V220574 |Batch Quantity / : 272727ampules /
Cepua Ne O0bem cepun 272727 ammyn -
Analytical Report No / : 890001610119 Date of Analysis / : 31.08.2022
AHannuTHYeCKH oTueT No Jara anaamnza

Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025

JaTta nponsBoacTBa Fopen 1o

Analysis performed according ND / Ananu3s nposenen mo 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
PV C/aluminum blister.

1 blisters in a carton pack. /

[lo 1 wMn B amnyns u3
CBETO3aLIUTHOTO cTexsa
kopuuHeBoro kmacca I (USP). B
BEPXHEI 4acTU amITyJibl HaHECEHb
KONbLO M TOUKa Anis pasnoma. Ha
amnyJly HaKjeHBarT 3THKETKY.

ITo 10 amnyn ¢ HUHCTpyKUMeH M0
PUMEHEHUIO NOMELAIT
B [IBX/anomMuHueBbId 6aucTep.

[To 1 6nucTepy B nauKy 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. /

ITo 1 wMx B amoyasl u3
CBETO3ALMTHOrO CTEKIIa KOPUYHEBOTO
WIA  TEMHO-KODUYHEBOTO  1IBETA
knacca I (USP). B BepxHeit uactu
amMnynibl HAHECEHBI KONBbLO ¥ TO4YKa
15 paznoma. Ha aMiyny HakJjieHBaioT
STHKETKY.

Ilo 10 ammyn ¢ HHCTpykuued no
HPUMEHEHHIO MOMEIAKOT
B [IBX/antoMuHueBbIH OIHCTED.

ITo 1 6nucTepy B NauKy KapTOHHYIO;
ol craumonapos: no 2, 3, 5
GNUCTEPOR B MaYKy KaPTOHHYIO.

14 Labelling / Mapkupogska

According to ND / B cootetcTBun ¢ HJI.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHsoM
OT CBE€Ta MeCTe MpU Temneparype He Boilue 25 °C. He 3aMopakuBarth.

16 Shelf-life / Cpok roaHocTn

3 years. / 3 roma.

Remarks : The Product confirms to ND/
ITpumeyanue: IIpoaykT coorBeTcTByeT TpeboBanram HJI

Conclusion : ATPTROVIED /
3akawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosneno: Pardeep Kumar ITposepero: Himesh Kumar | Onobpeno: Menemxep / Pykooautenb
_ = =——= | Om Prakash W L —
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Reprint Date / Reprint Date / Reprint Date /
Jlara: 31.08.2022 Jara: 31.08.2022 Jlara : 31.08.2022
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