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Dr. Reddy's Laboratories Ltd,
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTHOHUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TpoayKT: Ketopon® (ketoponak) pacTBOp [Uisi BHYTPHBEHHOTO H BHYTPHMBIEYHOTO BBECHNH, 30 Mr/mn
Batch No / 1 V230297 Batch Quantity / : 272727ampules /
Cepust Ne OGbeM cepun 272727 amnyn
Analytical Report No/ =~ - '+890001656386 Date of Analysis /- -~ ~ : 08.04.2023
AHAJRTHYECKHIH oTueT No Jlata anann3za A
Date of Manufacture / * “*: Mar.2023 Date of Expiry / ~12Feb.2026
JlaTa POH3BOJCTRA T'open mo

Analysis performed according ND / Ananu3s nposegen mo HJI: JIT1-001365-170222

Page 1 of 4/ Crp. 1 u3 4

§.°° Test / IlokazaTens Results / PesynbTarTni Specification / Hopma

1 Description / Onucanue Clear, light yellow solution. / | Clear colotless to pale yellow solution.
[Tpo3payuHsii ceeTno-kenthii | / TIpo3pausbli GecUBETHBIH  wIH
pacTeop. CBETIIO-XEITHIH PacTBOp.

2 Ideutification / The retention times of the main | The retention times of the main peaks

IMoanHHHOCTD 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) / Bpemena | (Assay  section) / Bpemena
YAEPXXUBAHHUA OCHOBHBIX [IMKOB Ha | YNEpXHBAaHMSA OCHOBHLIX IIMKOB Ha
XPOMATOrpaMMe HCIBITYEMOTO | XpOMaTorpamme ACTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMeHaM | pacTBOpa JAOMKHBI COOTBETCTBOBATH
YIEPXKHBAHHMA OCHOBHBIX MHKOB Ha | BPEMEHaM YIEDKMBaHMA OCHOBHBIX
XpOMaTorpamme CTaHIapTHOrO | ITMKOB Ha XpoMaTorpamme
pacTBopa KertopolNiaka TPOMETaMHHa | CTaHHIapPTHOIO PacTBOpa KeTOpOJiaka
%4 HanpoKceHa (pasgen | TpomeramMHa M HampokceHa (pasgen
«KoJiecTBEHHOE ONPEAENCHUEN) «KoJIHYeCTBEHHOE OIIPEJEICHUEN)

3 Clarity / IIpo3pagHocTh Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OmanecueHuus
npenapara He NOJDKHA IPEBLIILATE
OTIAIECUEHLMFO 3TAIOHa CpaBHEHUA 1.

4 Color / L{seTHOCTD 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 mpy UTHHE BOIHBL
430 HMm.

5 pH 7.41 From 6.9 to 7.9./ 01 6,9 no 7.9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: Ilpoaykr cooTBeTcTRYET TpeboranuaM HJJ 3armouenue: QIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: Ramakant I[TposepeHo: Pradeep Kumar | Onobpeno: Menemxep / Pykosoauyesnsb

g [ S
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.04.2023 Hara: 27.04.2023 Jlata : 27.04.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTU®UKAT AHAJIU3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml.
| TLPOAyKT: Ketopon® (xeTopornak) pacTBop I BHYTPHBEHHOTO H BHYTPHMBILIEUHOrO BBEACHHA, 30 Mr/mn
Batch No/ : V230297 Batch Quantity / : 272727ampules /
Cepug Ne OGBeM cepHH. 272727 amnyn
Apalytical Report No/ - ' -+::890001656386 ° Date of Analysis/ - = - :°08.04.2023 - - - -
AnanuTHieckui oTyer Ne ! aTa aHANH3A . : -
Date of Manufacture / v Mar.2023 Date of Expiry/ - s beb2026 %
| [[aTa npoH3BOACTBA T'oaen g0
Analysis performed according ND / Ananns nposeaen no HJI: JII1-001365-170222
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Impurity B / IIpumecs B

Below Limit of Detection (LOD =
0.014 %) / Hrxe npenena
obHapyxenns (110 = 0.014 %)

Impurity C / [Ipumecs C

Less than LOQ (LOQ = 0.033 %) /
Huxe npenena KOJIMYECTBEHHOrO
onpegenenus (IIKO = 0.033 %)

Impurity D / [Ipumecs D

Below Limit of Detection (LOD =
0.014 %) / Hwxe npepena
obuapyxenns (ITO = 0.014 %)

Any unspecified impurity /
Ennnu4Has HengeHTHQUIY-
pOBaHHast [IpHMECE

0.06%

6 Particulate matter / Mexanuyeckue BKIIOYEHUS
6A | Visible particles / Complies / CoOTBETCTRYET Should correspond to requirements. /
Buaumsie yacTuupt B cootBeTcTBIY C TpeGOBAaHUAMHU.
6B Invisible particles /
HeBuaumele 4acTUpL:
i. Particles > 10 jum / 13 not more than 6000 per ampoule /
Yactun pazmepom > He 6onee 6000 Ha ammyny;
10 MxM
il. particles > 25 um/ 00 not more than 600 per ampoule /
YaCTHL] Pa3MEPOM > He Gonee 600 Ha aMmyy.
25 MKM
7 Related substances / PoacTBeHHbIe MpHMecH
Impurity A / Ilpamecs A 0.15% not more than 0.20 % / He Gonee

0,20 %;

not more than 0.50 % / He Gonee
0,50 %;

not more than 0.50 % / ue 6Gomee
0,50 %;

not more than 0.20 % / He Gomee
0,20 %.

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

Remarks: The Product confirms to ND/
INpumeuanue: IIpomykt cooTBeTcTBYET Tpeborannsm HJE

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToaroroeneno: Ramakant
- cdﬁ

£

Checked by /
IIpoeepeno: Pradeep Kumar

=1

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykoBogurens
Manoj Kumar

-

Reprint Date /
Hata: 27.04.2023

Reprint Date /
JlaTa: 27.04.2023

Reprint Date /
Iara : 27.04.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTA®HKAT AHAJIA3A ~ Www.dreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml -
| ITpoayxr: Keropon® (keTopoJiak) pacTBOp JUisi BHYTPHBEHHOTO ¥ BHYTPHMEIIIEYHOTO BBEeHuUs, 30 Mr/mi
Batch No / 1 V230297 Batch Quantity / : 272727ampules /
Cepus Ne ; O6Bbem cepHH 272727 amnyon
Analytical Report No / : 890001656386 Date of Analysis / : 08.04:2023 - -
AHanuTHdeckuif oruer Ne aATA AaHATN3A
Date of Manufacture / +Mar.2023 Date of Expiry / ¢ Feb.2026 -
Jlara npoM3BOACTBA Togen no .
FA_nalysis performed according ND / Ananu3s nposexen no HJI: JIIT-001365-170222
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Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6Gonee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnexaemelii 06LeM He menee HomuHaabHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Baxrepuanbubie <=0.725 EQ/mr tromethamine. / He Gonee 5,8 E3/mr
3HXOTOKCHHBI _ KETOpONaKa TPOMETAMHHA.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITh
CrepnabROCTB (ANA Kaxa0i NA CTEPHIIBHBIM.
15-oii cepnu)
11 | Assay/KoanuecrBennoe 29.94 mg / 29.94 mr From 27.0mg to 33.0mg of
onpegeieHue Ci1sH13NO3 C4H[)NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
5o 33,0mr C;sHisNO; C4HpjiNO;
(keTOpOJIaka TPOMETAMHH) B 1 MJI.
12 Alcohol content / 3TaHon From 10.60 % to 12.60 %. /
11.65% Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
ITpumeyanne: IlpoaykT cooreercTRYeT TpebosanuaM HJ[

Conclusion: APPROVED /
3aknwyenne: OJOSPEHO

Jara: 27.04.2023

HJara: 27.04.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Ramakant IIposepero: Pradeep Kumar | Omotpero: MeHemkep / Pykopogurens

i Manoj Kumar !’ a Z
Reprint Date / Reprint Date / Reprint Date /

Hara : 27.04.2023
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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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJM3A ~ Www.dreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TIponykr: Keropon® (keToponak) pacTeOp /N8 BHYTPMBEHHOrO M BHYTPHMBILIEUHOTO BBezier s, 30 Mr/mn
Batch'No/ + V230297 Batch Quantity / : 272727ampules /
Cepua Ne O6Bem cepitil 272727 amnyn
Analytical Report No / : 890001656386 Date of Analysis / : 08.04.2023
AwpanuTuuecKni oTyer Ne Jarta ananunsa
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026

JlaTa NPOH3BOACTBA Tomen xo

Analysis performed according ND / Anann3 nposenen no HJI: JIT1-001365-170222
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13 Packaging / Ynakopka

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. /

INNo 1 wmn B aMnyasl |3
CBETO3ALIUTHOrO cTexIa
xopuuneBoro kiacca 1 (USP). B
BEPXHEN YacTH aMIIyllb{ HaHEeCEeHHI
KONBLIO M TOuka AnA pasnoma. Ha
aMITyJly HaKIIEHBAIOT 3THKETKY.

Mo 10 amMmyn ¢ MHCTpPyKUHMEH IO
NpPHMEHEHUIO TIOMeaoT
B [IBX/amomunneBbli 6nuctep.

Ilo 1 6nucTepy B Na4Ky KapTOHHYO.

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 PV C/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. / ‘
Mo 1 ™M1 B amOoynsl i3
CBETO3aLIATHOTO CTEKJ1a KOPUYHEBOTO
WIH  TEMHO-KODHYHEBOTO  LIBETa
knacca I (USP). B BepxHe#l uyacTu
aMIy/Ibl HaHeCeHHI KOJBLO M TOUYKa
Juia pasnoMa. Ha aMITy/ly HakIeuBaroT

ITHKETKY.
Ilo 10 amnym ¢ HKHCTpYKUHMEH IO
PHMEHEHUIO MOMENIAT

B [IBX/amomMuHHEBLIK GnUCTED.

Ilo 1 6nucTepy B Mayky KapTOHHYIO;
Ui CTallMoHapoB: mo 2, 3, 5
GIHCTEPOB B MAYKY KADTOHHYIO.

14 Labelling / MapkupoBxa

According to ND / B cootBetcTBuM ¢ HJI.

15 Storage conditions /
Xpalenne

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHHOM
OT CBETA MECTe IIpH Temneparype He Bhilte 25 °C. He 3aMOpaXKUBaTh.

16 Shelf-life / Cpok rognoctu

3 years. / 3 roza.

Remarks: The Product confirms to ND/
Ipumeuanne: IIpogykr cooTBetcTRyeT TpebOoBanusM HJT

Conclusion: APPROVED /
3axnouenne: OJIOBPEHO

Prepared by /
TToaroroeneno: Ramakant

fubl

Checked by /
Iposepeno: Pradeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pyxoso b
Manoj Kumar W’f‘m

Reprint Date /
Jara: 27.04.2023

Reprint Date /
Hata: 27.04.2023

Reprint Date /
JaTa : 27.04.2023
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