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CEPTUDOUNKAT AHAJIN3IA

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hponyxr: Keropon” (KeToposak) pacTBop AN BHYTPHECHHOTO W BHYTPHMBIUIEYHOTO BBeAeHHS, 30 Mr/mn
Batch No / 1 V240418 Batch Quantity / : 272727 ampules /
Cepusa Ne O6beM cepHH 272727 ammyn
Analytical Report No / : 890001745430 Date of Analysis / : 27.06.2024
AnaJiuTHYeCcKHH oTueT Ne Jara anaausa

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

JdaTa npox3BoACTBA I'ogen po

Analysis performed according ND / Auanuns nposegen mo HJIL: JI[1-001365-170222

Pagel of 5/Crp. 1 n35

IIpo3pauHbiii GecuseTHbIH pacTBop.

ioo Test / TlokasaTens Results / Pe3ynbTaThi Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear colorless to pale yellow solution.

/ TlpospauHblii OecLBETHBIN Hnu
CBETJI0-XKENThI pacTBOP.

2 Identification /
HopnuunocTs

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
YIOEPIKUBAHHA OCHOBHLIX [IMKOB Ha
XpoMaTorpamme ACTIBITYEMOTO
PacTBOpa COOTBETCTRYIOT BPEMEHAM
YAEPIKMBAHUA OCHOBHBIX IIMKOB Ha
Xpomarorpamme CTaHAAPTHOTO
pacTBOpa KeTopoJiaka TpOMeTaMHHA
71 HaTpoKkceHa (pasaen
«KosuecTBEHHOE ONpEaeNeHHUE)

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
YOEpXKHBaHHS OCHOBHBIX TIHMKOB Ha
XpoMarorpamMme HCMBITYEMOTO
pacTeopa HOJDKHBI COOTBETCTBORATH
BpeMEHAM YAEPKHMBAHHA OCHOBHBIX
TIHKOB Ha XpoMaTorpamme
CTaHOAAPTHOTO DPacTBOpa KeTOpoJaka
TPOMETaMHMHA M HamnpokceHa (pasnen
«KonnuecTBeHHOE OnpefieNneHre»)

3 Clarity / IIpo3pauyHocrs

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
TnipenapaTta He DOJKHa NpeBblIaTh
OMaNieCLEHLIHIO 3TaNoHa cpaBHeHHA 1.

4 Color / LipeTHoCTE 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy annHe BosHBI
430 umM,

5 pH 7.34 From 6.9 t0 7.9. /01 6,9 a0 7,9.

6 Particulate matter / MexannyeckHe BKIIOYEHUs

Remarks : The Product confirms to ND/
TTpumeyvanue: IlpoxykTt coorseTcTByeT TpeOboBaHUAM 1]

Conclusion : APPROVED /
Zakawuenne; OJOBPEHO

Prepared by /
[logroTosneHo: Pardeep

Kumar i

Checked by /
Iposepeno: Pawan Kumar

OpnobpeHo:

Manoj Kumar

Approved by: Manager/Executive /

Menexep / PykoBoguTens

Renlstared OMfice: §-2-337, Roind ive, 3, 8eniars Hilis, Bvdaeraharl - RGR02

el 51 40 4800 2260,

LInRases

CIN

Reprint Date / Reprint Date / Reprint Date /
Jara: 27.06.2024 JHara: 27.06.2024 Hara: 27.06.2024
4. Telangana inriia

Q, Emaitmaiid@drezddys.com
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CEPTHOHUKAT AHAJIM3A

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

Tlponykr:  Keropon™ (keToponak) pacTBOp Aist BHYTPHMBEHHOIO W BHYTPHMBIIEHHOTO BECACHHA, 30 mMr/ma |
Batch No / 1 V240418 Batch Quantity / :+ 272727 ampules /
Cepua Ne Ob61.em cepHn 272727 ammyn
Analytical Report No / + 890001745430 Date of Analysis / : 27.06.2024
AHaJUTHYECKHI oTyeT No JlaTa anaauza

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

JlaTA npon3BOACTBA Toxex oo

Analysis performed according ND / Auanuz nposesen no HJI: JIT1-001365-170222

Page2 of 5/Cip. 2 w3 5

Bunumsle 4acTULDBI

1}? Test / [NokazaTeab Results / Pe3ynbTaThl Specification / Hopma
6A Visible particles / Complies / CoorBercTBYET Should correspond to requirements. /

B cOOTBETCTBHH ¢ TpCOOBAHUAMH.

6B Invisible particles /
HeBupnMble yacTHLBI:

=0.014 %)

i. Particles > 10 pm / 20 not more than 6000 per ampoule /
YacTHL pasMepoMm > He Gonee 6000 Ha amMyJy;
10 MxM
ii. particles> 25 um/ 01 not more than 600 per ampoule /
9acTHIl pa3MEPOM > He Gonee 600 Ha aMmyny.
25 MKM
7 Related substances / PogcTBenHbI¢ npimMech
Impurity A / TTpuMecs A 0.15% not more than 0.20 % / He OGonee
0,20 %;
Impurity B / Tlpumecs B Not detected / He o6Hapy»xeHa not more than 0.50% / He Gonee
0,50 %,;
Impurity C / TIpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / me OGonee
Huxe npenena xoauyecTBEHHOIO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurty D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / ue OGonee

Hrixe npeaena o6Hapyxenus (10 0,20 %.

poBaHHas IIpUMECH

Any unspecified impurity /
EauHHYHaA HeMAEHTHHUL-

0.05%

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

Remarks : The Product confirms to ND/
Ipumenanne: Ilpoayxr coorsercrpyeT Tpeborannam HJI

Conclusion : APPROVED /
Zakmoyenue: OJJOGPEHO

Prepared by /
[MToarorosneno: Pardeep
Kumar

Checked by /
Ilposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautesnt

Manoj Kumar -
: -

Reprint Date /
Jara: 27.06.2024

Reprint Date /
JHara: 27.06.2024

Reprint Date/
Hara: 27.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +91 40 4500 2500, Fax: +S1 40 19690 2999, Email: mail@dreaddys com
CIN: LS5195£P1384PLCO03507
wyaw.drreddys.com
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CEPTUOPHUKAT AHAJIU3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml =)
Ipoayxr: Keropon® (keroponak) pacTeop A1s BHYTPHBEHHOIO U BHYTPHMBIIEGYHOTO BBEACHHA, 30 Mmr/mn
Batch No/ : V240418 Batch Quantity / + 272727 ampules / '
Cepusn Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001745430 Date of Analysis / : 27.06.2024

AHanHTHYECKHH oTYeT Ne

JlaTa anaanza

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

JlaTa npon3BOACTBA

T'open o

Analysis performed according ND / Ananns nposeaen mo HJL: JIT1-001365-170222

Page3 of 5/Cip. 3 m3 5

i.f Test / Tloxazatens Results / PesysisTaThl Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6Gonee |
npumeceit 1,50 %.

8 Lxtractable volume / 1.0 ml/ 1.0 Mn Not less than label claim (1.0 ml) /
HN3enekaemelii o6nem He menee nomunansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaxTtepunalibHuIe <=0.725 E3/Mr tromethamine. / He Gonee 5,8 EDQ/Mmr
3HAOTOKCHHBI KETOpOJIaKa TPOMETAMMHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH O6LITH
CTepHJIBLHOCTD (AJIA KAXA0IH CTEPUIILHBIM.
15-0ii cepun)

1;: Test / lokazaTeab Results / Pe3yasTaTht Specification / Hopma
11 | Assay/KoanyecrseHnoe 30.01 mg /30.01 mr From 270mg fto 33.0mg of
onpeaenenue CisHisNOy C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
mo  33,0mr CisHisNO3 C4H1iNO;
(keToponaka TpoMeTaMMA) B 1 MJI.
12 Alcohol content / 3Tanon 11.69 % From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoayxT cooTBeTcTRYET TpeboBanuam HJI 3axmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ToarorosneHo: Pardeep Hposepeno: Pawan Kumar Ono6peno: Menepkep / Pykosoputens
Kumar . L Manoj Kumar @ ' i [
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.06.2024 Jara: 27.06.2024 Hara: 27.06.2024

Registerad Office: 8-2-237, Road No. 3, Banisra Hiils, Hyderalsad - 500034, Telangana, India
Tel: +91 40 4800 2600, Fax: +91 40 4900 2999, Enail saii@dri2ddys.com

CiN: L851954P1984PLCORAENT
Wy drreddys.com
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CEPTHOHUKAT AHAJTHU3A
| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon®™ (keTopofiak) pacTBOp ANIS BHYTPHBEHHOTO H BHYTPHMEILIEUHOTO BBeACHHA, 30 mr/pn
Batch No / 1 V240418 Batch Quantity / : 272727 ampules /
Cepns Ne O6bem ceprs 272727 amnyn
Analytical Report No / : 890001745430 Date of Analysis / : 27.06.2024
AnaanTHYecKHi oTuer No Jlara anaanza
Date of Manufacture / : 06/2024 Date of Expiry / : 052027
JlaTa npoM3BOACTEA Topen o
Analysis performed according ND / Auann3 nposenen no HJL: JI1-001365-170222

No
Neo

Test / [Toka3zaTensb

Results / PesynsTaThl

Specification / Hopma

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. /

Ilo 1 m™Mn B amoynsl us
CBETO3aUIUTHOTO cTeKna

kopuuHeBoro Kkiacca I (USP). B
BEpXHel YacTW aMITyjbl HAHECEHBI
KOJBLO W TOuKa mif pasnoma. Ha
aMITy)1y HaK/IeABAOT 3THKETKY.

Ilo 10 ammyn ¢ MHCIpYKUHEH MO
NpUMEHEHUI0 TIOMENaoT
B [IBX/anoMmuauesslLii 6nucrep.

ITo 1 6nMcTepy 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. /

Ilo 1 w™Mn B aMoyasl w3
CBETO3AUIATHOTO CTEKIa KOPHYHEBOTO
WM TEMHO-KODHYHEBOTO  [BETd
knacca I (USP). B Bepxme#t uvacrm
aMIyJBl HaHECEHBI KO/IbLO H ToYKa
Ins paznoma. Ha amnysty HakJiedBatoT
ITHKETKY.

Mo 10 amMmynr ¢ HHCTpYKUMEH IO
NPUMEHEHAI0 TIOMEIIAIOT
B [IBX/anioMuHneBLIi 6nMcTep.

[To 1 6nucTepy B mauky KapTOHHYIO;
1ja  CTauuoHapos; no 2, 3, 5
BIKHCTEPOB B NayKy KApTOHHYIO.

14 Label

ling / MapxupoBKa

According to ND / B coorsetcTeau ¢ HI.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3autuiieHHoM
OT CBETa MecTe NpH TeMnepatype He Boiule 25 °C. He 3aMOpaXHBATh.

16 Shelf-life / Cpox rogHocTn

3 years. / 3 roxa.

Remarks : The Product confirms to ND/
ITpumeyanue: IlponykT cooTBeTcTBYET TpeboannsM HJI

Conclusion : APPROVED /
3axmouenne: OJOGPEHO

Jara: 27.06.2024

Harta: 27.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
TMoxroroeneHo: Pardeep ITposepeno: Pawan Kumar Ono6peno: Menemxep / Pykosoantens
Kurnar | Manoj Kumar ‘-1/ ! i j
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.06.2024

Irreddys.com

7, Road Ne, 3, Baniarg Hilig, Hygerabad - 506024

Teiaugang, inoia

LAYE.Cam
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponykr: Ketopon™ (keToponak) pacTeop [yisi BHYTPMECHHOTO W BHYTPHMBILIEYHOrO BBeeHHs, 30 Mr/mn
Batch No / : V240418 Batch Quantity / : 272727 ampules /
Cepia Ne O6nem cepuH 272727 ammyn
Analytical Report No / ¢+ 890001745430 Date of Analysis / : 27.06.2024
AHANHTHYECKHH 0T9eT Ne lara ananu3a
Date of Manufacture / : 06/2024 Date of Expiry / ; 05/2027
Jlara npou3BoCTRA logen go
Analysis performed according ND / Anasns nposeaen mo HI: JI[1-001365-170222

Page50f5/Cip.S5n3 5

API name / HaumenoBanue AQC: Ketorolac tromethamine / KeToponaka TpOMeTaMmuH
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepuu npoussoautens A®C: - g IR

FP Manufacturer API Batch number / ) FEQA00570

Homep cepuu cyberanunn nponssoautens I'JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
INpouzroautenn APC, crpana: JI-p Peanw'c JIaboparopuc JIta., Muaps
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr cooTBeTcTRYET TpebOoBarMam HJT 3awnouenne;: ONIOFPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotosneno: Pardeep ITposepeno: Pawan Kumar OunobpeHo: Meremxep / PykosoanTteib
Kumar I ‘X_\ Manoj Kumar ‘ ; ] 1
Reprint Date / Reprint Date/ | Reprint Date /

Jara: 27.06.2024 Jara: 27.06.2024 Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, india
Tel: +91 50 4500 2900, Fax: +91 40 43G9 2999, Emviail: mail@dniaddys.com
CIN: L85195AP1981PLCL04507
wwew.drreddys.com




