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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keToposiak) pacTBOp AJisi BHYTPHBEHHOTO U BHYTPHMBILIEYHOrO BBeACHHUS, 30 MI/mn
Batch No / : V220200 Batch Quantity / : 209090 ampules /
Cepus Ne O0nbem cepun 209090 amnyn
Analytical Report No / : 890001584747 Date of Analysis / : 07.04.2022
ApganuTHYecKHH oTueT No JlaTa anajanza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa mpon3BoJCTBA T'open g0

Analysis performed according ND / Auanus nposeaen no HJI: JIT1-001365-170222

Page 1 of4/Crp. 1 n34

[Tpo3pauHblit 6ecBETHRIM PacTBOD.

I;.? Test / ITokasaTens Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pauHblii OecLUBETHBIA HIH
CBETJIO-KENTHIH pacTBoOp.

2 Identification /
IToamuHHOCTDL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of Kketorolac tromethamine and
naproxen (Assay section) / BpemeHa
yIAEePXUBaHUsA OCHOBHBIX IMKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaAM
yIEPKUBAHUA OCHOBHBIX IHKOB Ha
XpoMaTorpamme CTaHIaPTHOTO
pacTBopa KeTopoyiaka TpOMeTaMHHa
u HalpoKCceHa (pazaen
«KOJM1IeCTBEHHOE OTIPEACIICHHE))

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
yIOEpXKUBaHUA OCHOBHBIX IIMKOB Ha
XpomaTtorpamme HCITBITYEMOTO
pacTBopa IOOJDKHBI COOTBETCTBOBAThb
BpEMEHAM YIEpXUBAaHHS OCHOBHBIX
TTUKOB Ha XpOMaTorpamme
CTaHTApTHOTO PacTBOpa KeTOopoJaKa
TpOMETaMKHa U HAmpoKceHa (pasien
«KosnuecTBeHHOE OIpeleNICHIEN)

3 Clarity / Ilpo3pa4HocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
npenapara He A0/HKHA IpeBbILIaTh
ONaIECEHIUIO 3TAIOHA CpaBHEHUA 1.

4 Color / I1BeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIMHE BOJIHEI
430 M.

5 pH 7.31 From 6.9 t07.9./016,9 1o 7,9.

Remarks : The Product confirms to ND/
[Mpumedanue: [Ipoaykr coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmwouenune: OJOBPEHO

Hara: 07.04.2022

Hara: 07.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /

Toarororneno: Ankit IMTpoeepeno: Himesh Kumar | Onobpeno: Menemxep / PykoBoautesns
ﬁ —l) Pawan Kumar /%f"\’/

Reprint Date / Reprint Date / Reprint Date /

Jara: 07.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
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rProduct o/

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

| ITpoaykr: Keropon™ (keroponak) PacTBop 1 BHYTPHUBEHHOTO ¥ BHYTPUMBILIEYHOTO BBEAEHHUs, 30 Mr/mit
Batch No / 1 V220200 Batch Quantity / : 209090 ampules /
Cepusn Ne O0mneM cepun 209090 amriyn
Analytical Report No / : 890001584747 Date of Analysis / : 07.04.2022
AHanuTHYeCcKH oTyeT No Hara ananusza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

Jara npoussoacrsa I'ogen o

Analysis performed according ND / Ananuz nposenen mo HJI: JIT1-001365-170222
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6 Particulate matter / Mexanuueckue Bk/I0genust _‘
6A Visible particles / Complies / CootsetcTRyeT Should correspond to requirements, /
Bunumble yacTusr B cooTBeTcTBHM ¢ TpeGoBaHUAMY.
6B Invisible particles /
Hesunimbie yactuupr:
i. Particles> 10 um / 128 not more than 6000 per ampoule /
YacTw1l pasmepom > He Gonee 6000 Ha ammyny;
10 mxm .
ii. particles > 25 um/ 01 not more than 600 per ampoule /
YaCTHL] pa3sMepoM > He Gonee 600 Ha ammymy.
25 MM
7 Related substances / Poacreennsie npumMecu
Impurity A / Ilpumecs A 0.13% not more than 0.20% / He 6omee
0,20 %;
Impurity B / ITpumecs B Not detected / He o6uapykena not more than 0.50 % / He Gonee
0,50 %;
: Below LOQ (LOQ = 0.033 %) / Huxe
Impurity C / Ilpumecs C Npeiena KOMMNECTREHHOTD OMpeseeHs not more than 0.50 % / He Gomee
(TIKO = 0.033 %) 0,50 %;
Impurity D / TIpumecs D Below LOD (LOD = 0.014 %) / Huse not more than 0.20 % / He Gonee
npeaena o6rapyxkenns (110 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.11% Not more than 0.20 % / He 6onee
Envnvunas Hennentuduuy- 0,20 %.
POBaHHas NPUMECH
Total impurities / Cymma 0.24 % Not more than 1.50 % / He 6onee
[IpuMeceif 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 ma Not less than label claim (1.0 mL) /
L Hseiexaemblii 00bem He menee Homunanesoro (1,0 mi)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeyanue: TTponykT cooTBeTCTRYET TpeboBanmsam HJT 3akmoyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoeneno: Ankit IIposepeno: Himesh Kumar | Ono6peHo: Menemxep / PykoBogutens
ﬂf C;J—f—t" Pawan Kumar 4
Reprint Date / Reprint Date / Reprint Date /
Hara: 07.04.2022 Jara: 07.04.2022 Jara: 07.04.2022
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Product : /
IpoaykTt: .

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ketopon® (keToponak) pacTBOp AJIs BHYTPUBEHHOI'O K BHYTPHUMBIIIEUHOIO BBeAECHHS, 30 MIr/Mn

Batch No/ : V220200 Batch Quantity / : 209090 ampules /
Cepus Ne O06Bem cepun 209090 ammyn
Analytical Report No / : 890001584747 Date of Analysis / : 07.04.2022
AHaJTHTHYECKHI oTYeT No Jara aHajnza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JlaTa npou3BojcTBa T'onen no

Analysis performed according ND / Ananus mposegen nmo HJI: JIT1-001365-170222

Page3 of 4/ Crp.3uz 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnanbHblie <=0.725 E3/mr tromethamine. / He 6onee 5,8 EQ/mr
HAOTOKCHHBI KETOpOJIaka TpOMETaMUHa.

10 Sterility (every 15th batch) / Sterile / Crepunen Must be sterile. / JlomkeH ObITBH

CTepuabBHOCT (IS KAXKA0M
15-0ii cepun)

CTEPUIIbHBIM.

11 Assay / KoninyecTBeHROE 29.72 mg/29.72 mr From 270mg to 33.0mg of
onpeneseHHe CisH13NO3 C4Hi1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi(s) 33,0 MI C15H13NO3‘C4H11NO3
(keTopomaka TpOMeTaMHH) B 1 MIL
12 Alcohol content / 3TaHon 11.66 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks : The Product confirms to ND/
INpumeuanue: IIponykT cooTBeTcTBYET TpeboBanuaM H/JI

Conclusion : APPROVED /
3aknrwuenne: OJOBPEHO

Prepared by /
IMoaroroeneHo: Ankit

A

Checked by /
IIposepeno: Himesh Kumar

(-""- ™

Approved by: Manager/Executive /
OpnobpeHo:
Pawan Kumar

MeHei-Qxep / PykoBoaMTEIb

Reprint Date /
Hara: 07.04.2022

Reprint Date /
Jara: 07.04.2022

Reprint Date /
Jara: 07.04.2022
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Product : /

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

Ilpoayxkt: Keropon™ (keToponak) pacTBop VIS BHYTPUBEHHOTO M BHYTPUMBIIIIEIHOTO BEEACHNU, 30 Mr/Mi
Batch No / : V220200 Batch Quantity / : 209090 ampules /
Cepus Ne Oo0nem cepun 209090 amnyn
Analytical Report No / : 890001584747 Date of Analysis / : 07.04.2022
AHaauTHYeCKHH oTgeT No JlaTa ananusa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara npouzsoacrsa Topen mo

Analysis performed according ND / Auanus nposeaen no HJI: JI[1-001365-170222

Page 4 0f4/Crp.4 uz 4

13 Packaging / Ynaxoeka

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 wMn B amoyisl w3
CBETO3ALIUTHOTO CTexna
kopuuHeBoro kmacca I (USP). B
BEPXHEN YacTH aMITysibl HaHECEHLI
KOJIBHO M TOYKa J1i pasnoma. Ha
aMITyJly HAKIIEUBAIOT STUKETKY.

o 10 ammyn ¢ HHCTpyKIMEl Mo
NPUMEHEHHIO MOMELIAIOT
B [IBX/amomMuHueBbIi OHCTED.

ITo 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. /

IMMlo 1 wMn B aMOoynsl w3
CBETO3AILHUTHOI'O CTEKIIa KOPHYHEBOTO
WIH  TEMHO-KOPHYHEBOrO  LIBETA
knacca I (USP). B Bepxwueit wactu
aMIyJjbl HaHeceHbl KOJBLUO M TO4YKa
U1 pasnoma. Ha aMiyny HakiedBaroT

STHKETKY.
Ilo 10 ammyn ¢ HHCTpYKUHei o
IPUMEHEHHIO MOMEINAIOT

B [IBX/amoMHHHEBEIH 6IHCTED.

[To 1 GnucTepy B MayKy KapTOHHYIO;
1A CTallmoHapoB: o 2, 3, 5
OGNUCTEPOB B AAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTru ¢ HJI.

15 Storage conditions /
XpaHeHue

OT CBE€Ta MECTE [IPH TEMIIEPATYPE He

In a place protected from light below 25 °C. Do not freeze. / B 3amumentom

Beie 25 °C. He 3aMopaXHBarTh.

16 Shelf-life / Cpok roanocru

3 years. / 3 roaa.

Remarks : The Product confirms to ND/
[Tpumeuanue: IpoaykT cooTseTcTByeT TpeGopanuam HJT

Conclusion : APPROVED /
3aknouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: Ankit ITposepeno: Himesh Kumar | Ono6peno: Menemxkep / PykoBoautess
e | —. | Pawan Kumar
(A L C___.‘_———-—'—-"_'_ e
Reprint Date / Reprint Date / Reprint Date /

Hara: 07.04.2022

Hara: 07.04.2022

Hara: 07.04.2022
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