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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular 1mjections, 30 mg/ml
| IIpoayxr: Ketopon™ (keToponak) pacTop a/ist BHYTPMBEHHOIO U BHYTPHUMBbILIEYHOIO BBEACHHUS, 30 nr/ma
Batch No / : V220445 Batch Quantity / : 272727ampules /
Cepus Ne Ob6bem cepun 272727 amnyn |
Analytical Report No / : 890001602113 Date of Analysis / : 11.07.2022
AnaamuTHyeckuu oruert No Jlara anaausza

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

JAaTta npousBojacTBa T'ogen go

Analysis performed according ND / Ananus nposenen no H/: JII1-001365-170222

Page 1 of 4/ Crp. 1 u3 4

ioo Test / [Toka3zaTenb Results / Pe3yasTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
IIpo3pauHblit GecUBETHBIN PACTBOP. / Tlpo3payHblf OECLBETHBIA HIK
CBETJIO-XKENTHIH pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks
IToanuHHOCTL peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / BpemeHna | (Assay section) U Bpemena
YIOEPXKUBAHUS OCHOBHBIX MHUKOB Ha | YyOEPXKHBaHUA OCHOBHBIX IHKOB Ha
Xpomarorpamme UCTILITYEMOT0 | Xpomarorpamme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaM | pacTBopa HO/KHbI COOTBETCTBOBAThH
yIEep)XUBaHUA OCHOBHBIX IIMKOB Ha | BpEMEHaM YIOEp>KHUBaHHUS OCHOBHBIX
XpoMaTorpamme CTaHOAPTHOTO | THKOB Ha XpoMaTorpaMMe
pacTBOpa KETopoJlaka TPOMETaMHUHA | CTaHAApTHOTO PacTBOpa KeTopojiaka
u HarpoKCceHa (pa3zen | TpoMeTaMHHA W HanpokceHa (pa3zen

«KonuyecTBeHHOE OMpeieNeHUe») «KonuuecTBeHHOE onpeelie HUe»)

3 Clarity / IIpo3pauHocTb Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecieHuus
npenapara He JOJDKHA IPeBbIILaTh
OMaNecLeHLHIO 3TaloHa CpaBHEeHUs L.

4 Color / IIBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 nipu aniHEe BOJIHBI
430 Hm.

5 pH 7.28 From6.9t07.9./0t16,9 no 7,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykr coorBeTcTBYET TpeboBaHusaM HJJ 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnend; Sunny Sharma | [Ipoeepeno: Ramakant Omnobpeno: Menemxep / Pykoronurens

A n / Amit Kumar | ‘/XY”Q
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.07.2022 Hara: 11.07.2022 Jara : 11.07.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA
CEPTUOHKAT AHAJIN3A Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular m‘j‘éf-,mfﬂﬁjhn]
| IIpoaykr: Ketopon" (keToponak) pactsop Uls BHYTPHBEHHOIO W BHYTPHMbILIEYHOTO BBEACHUS, 30 Mr/ma
Batch No / 1 V220445 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001602113 Date of Analysis / : 11.07.2022
AHaJIHTHYECKHH oTueT Ne Jara aHanuza
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
Jarta nponsBojcTsa I'ogen no
Analysis performed according ND / Auaan3s nposenen mo HJI: JII1-001365-170222

Page 2 of 4/ Crp. 2 u3 4

6 Particulate matter / MexaHn4yecKkHe BKJIIOYECHHSA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaumble 4acTULbI B cooTBeTCTBHHM ¢ TpEOOBAHUAMH.
6B Invisible particles /
HeBuaumMble 4acTHUbL:
1. Particles> 10 um/ 23 not more than 6000 per ampoule /
Yactuu pazMepoMm > He 6onee 6000 Ha ammyIy;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTULl pa3sMepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoapcTBennble npumecu
Impurity A / IIpumecs A 0.16 % not more than 0.20 % / He Oosee
0,20 %;
Impurity B / ITpumecs B RNotdeteceedi/bie SOHERIMRen not more than 0.50 % / ue Gonee
0,50 %,;
; Less than LOQ (LOQ = 0.033 %) / Hinxe -
Impurity C / [Tpumecs C HCIENa KONMIECTBEHHOTO ONpEACTeHIs not more than 0.50 % / He OGomee
(ITKO = 0.033 %) 0,50 %,; '
Impurity D / ITpumecs D Below limit of detection (LOD = 0.014 %) / not more than 0.20 % / He OGonee
Hupice Npeaena KoJTHYeCTBEHHOrO 0,20 %.
onpeaenenus (TIKO = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnuHHuHAs HeMAeHTADULH- 0.07% 0,20 %.
pOBaHHaA [IPUMECH
Total impurities / Cymma 0.35% Not more than 1.50 % / He Goinee
npumecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Bnekaemblii 06bem He menee HoMuHanbHOTO (1,0 M)

Remarks : The Product confirms to ND/

IMpumeyanue: [Tpoaykt cooTBETCTBYET Tpebosanuam HJJ

Conclusion : APPROVED /
Zaxkmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno)Sunny Sharma | Tlposepero: Ramakant Onobpeno: Meneep / Pykooaurens
/E)/ﬁ ggm}x’@é/ Amit Kumar [\ M
Ve { &
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.07.2022 Hara: 11.07.2022 Jara : 11.07.2022
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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

CEPTUDPUKAT AHAJIU3A Tel : +91 98166 56001-02

Product : / Ketorol (I—(_eto_ro_lac) solution for intravenous and intramuscula_r\iﬂﬁ\'gg?f'éﬁg?%cl 18/ml ]
IIpoaykr: Keropon" (keToponak) pacTBop A5 BHYTPHMBEHHOIO M BHYTPUMbILUEYHOTO BBEAEHHS, 30 MI/MA
Batch No / : V220445 Batch Quantity / : 272727ampules /
Cepus Ne Oobbem cepun 272727 amnyn
Analytical Report No / : 890001602113 Date of Analysis / : 11.07.2022
AHaguTuyeckui oryer Ne JaTta ananusa

Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
JaTa npou3BoacTBa T'ogen no

Analysis performed according ND / Anann3 nposexen mo HJI: JII1-001365-170222

Page3 of4/Crp.3n3 4

9 Bacterial endotoxins /
BakTepnanbHble
SHAOTOKCHHbDI

<=0.725 EU/mg /
<=0.725 ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6o1ee 5,8 EQ/mr
KeTOpoJiaka TpOMeTaMMHa.

10 Sterility (every 15th batch) /
CrepuabHOCTD (MUIs1 KasKAOi
15-o0ii cepun)

Complies / Crepunen

Must be sterile. / JlomkeH O6bITh
CTEPUIBHBIM.

11 Assay / KonmyecTBenHoe 29.47mg / 29.47vr From 270mg to 33.0mg of
onpeaeneHue CisHisNO;3 C4H 11 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o0 33,0 Mr C15H|3N03'C4H1|NO3
(keTopoJiaka TPOMETAMHKH) B 1 ML
12 Alcohol content / ITtanon 11.66 % From 10.60 % to 12.60 %. /

Or 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
Ilpumeuanue: [lponyxt coorBercTByeT Tpeboanusm HJL

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxroroeneHo: Sunny Sharma | [Nposepeno: Ramakant Onobpeno: Menemiep / Pykopoaurens
L&, Amit Kumar N a—
ia -
Reprint Date / Reprint Date / Reprint Date /

Hara: 11.07.2022

Jara: 11.07.2022

Jara : 11.07.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA

CEPTHUOUKAT AHAJIN3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketoro_lac) solution for intravenous and intramuscular"‘fﬁj‘é’c‘?f{ﬁ%‘f%‘:ﬁfﬂ/nﬂ

ITpoaykr: Keropon™ (keToponak) pacTBop Ans BHYTPMBEHHOrO M BHYTPUMbIIUIEYHOTO BBEAEHUA, 30 MI/ma |
Batch No / : V220445 Batch Quantity / : 272727ampules /
|Cepus Ne O6nem cepnuu 272727 amnyn
Anal_ytical Report No / : 890001602113 Date of Analysis/ : 11.07.2022
AHannTHyecKnh oTueT No Jara ananuza
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
Jara npoussoacTea T'ogen o

Analysis performed according ND / Ananu3s nposeaen mo H/I: JII1-001365-170222

Page4of4/Crp.4u3 4

13 Packaging / YnakoBka

1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part

ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;

1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
ITo 1 wmn B amnoyilsl M3 | ina carton pack./

CBETO3aIHTHOTO creia | [To 1 mMa B  aMnyas  u3
kopuuHeBoro knacca I (USP). B CBETO3ALIUTHOIO CTEK/Ia KOPUUYHEBOTO
BEpXHEll 4acTH amIIy/Nbl HAaHECEeHbl | HMIM  TeMHO-KOPHYHEBOTO  LBETa
KOJBLO M Toyka Ansd pasnoma. Ha | wmacca I (USP). B Bepxseit yactu
aMITyJTy HaKJIeHBalOT 3THKETKY. aMmyJIbl HaHECeHbl KOJBIO M TOYKa
Ilo 10 amnyn ¢ uHCTpykuMeH mo | nans pasnoma. Ha amiyny HakneuBaroT
MPUMEHEHHIO MIOMEIIAIOT | STHKETKY.

B [IBX/amomuHueBklit 6nuctep. ITo 10 amnyn ¢ MHCTpyKuueH mo
[To 1 6nuctepy B MauKy KAPTOHHYH. | TPUMEHEHHIO MOMELIAOT

B [IBX/anoMuHueBbI# Onuctep.

ITo 1 6nucTepy B MauKy KapTOHHYIO;
IUis  cTaludoHapoB: mno 2, 3, 5
OJ1CTEPOB B MAaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBeTcTBHH ¢ H/I.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aiuiienHoM
XpaHenue 0T CBeTa MecTe NpH TeMnepaType He Bbiule 25 °C. He 3aMOpaXUBaTh.
16 Shelf-life / Cpok rognoctn 3 years. / 3 roza.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanue: IIpoaykr cooTBercTBYeT TpeboBanuam HJI 3akmiogenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: Sunny Sharma | Ilpoeepeno: Ramakant Onobpeno: Menemkep / Pykopoaurens
l\g@ Amit Kumar Neysh\e
£ ! &
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.07.2022 Hara: 11.07.2022 Jata : 11.07.2022
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