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CERTIFICATE OF ANALYSIS 5/, ;91 93166 56001-02
CEPTH®UKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpoaykT: Kertopon" (keToponak) pacTBOp s BHYTPHBEHHOTO 1 BHYTpPUMBIILIEUHOro BBeAeHHs, 30 Mr/mi1
Batch No / 1 V230077 Batch Quantity / : 272727ampules /
Cepus Ne O0beM cepun 272727 amnyn
Analytical Report No / : 890001645875 Date of Analysis / : 16.02.2023
AnanuTH4ecKuii oTyer No JlaTa aHau3a
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jata npou3BoiCTBA Tojxen 0o
Analysis performed according ND / Ananmz nposeaen mo HJL: JIT1-001365-170222
Page 1 0of4/Crp. 1 u3 4
1;.:) Test / [TokaszaTeab Results / Pe3yabTaTbl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / Clear colorless to pale yellow solution.
Ipo3payHbIit cpeTio-xenThiit | / [Ipospaubiif  O€CLBETHBIH W
pacTeop. CBETJIO-KEITHIH pacTBop.

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

HoaJiMHHOCTL 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) / BpemeHa
YIEPXKMBAHHS OCHOBHbIX NHKOB HA | YASPXKMBAHMA OCHOBHBIX NUKOB Ha
XpoMaTorpamMmme HCIIBITYeMOr0 | XpoMarorpamme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM | PacTBOpa HOJLKHEL COOTBETCTBOBATD
yIepKUBAHHSA OCHOBHBIX NUMKOB Ha | BpeMEHaM yIEPXUBAHHSA OCHOBHBIX
XpoMmaTorpamme CTaHJApPTHOTO | IIMKOB Ha XpoMaTOrpaMMe
pacTBOpa KeTOpojiaka TPOMETaMuHa | CTaHIAPTHOTO pacTBOpa KETOpOJiaka
u HalpoKceHa (pasnen | TpOMETaMHHA M HAMPOKCEHA (paznen
«KOoNMYeCTBEHHOE OTIPEICTIEHNEN) «KonmuecTBEHHOE ONpeeneHue»)

3 Clarity / IIpo3pa4HocTb Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OmanecueHLHs
TpenapaTa He JONAHA PEeBbIIaTh
OTANeCLIeHLMIO ITajioHa cpaBHenus 1.

4 Color / lIBeTHOCTSH 0.05 Not more than 0.20 at 430 nm. /

He 6onee 0,20 nipy [uniHE BOJHbI
430 aM.

5 pH 7.32 From 6.9 t0 7.9./ 01 6,9 no 7,9. |
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanye: [TpoayKT COOTBETCTBYET tpebosannsm HJI 3akmouenne: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosneno: Pravesh Rana ﬂposeper:o}q Ramakant Ono6peno: Menemxkep / PykoBopuTes

T Manoj Kumar 'l J
Reprint Date / Reprint Date / Reprint Date /
Jara:16.02.2023 Jara: 16.02.2023 Jata : 16.02.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToponax) pacTBOp Juisi BHYTPHBEHHOIO H BHYTPUMBILIEYHOTO BBEAECHHUS, 30 MI/Mi1
Batch No / : V230077 Batch Quantity / 1 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001645875 Date of Analysis / : 16.02.2023
AHanuTHYECKHH oTyeT Ne JaTa ananan3a
Date of Manufacture / : Jan.2023 Date of Expiry / "t Dec.2025
JlaTa npou3BoacTBa T'oaen g0
Analysis performed according ND / Anasin3s nposeaen no HJ: JIIT1-001365-170222
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6 Particulate matter / Mexannueckne BKJIIOYEHHUS

6A Visible particles /
BuauMeie yacTUIIbI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTcTBUY ¢ TPEOOBAHUAMH.

6B Invisible particles /
HeBunyumMplie yacTUIIBI:

Impurity B / Tpuveck B

Not detected / He 06Hapy>keHa

Impurity C / Ilpumecs C

Less than LOQ (LOQ = 0.033 %) / Huxe
npenena KONMYeCTBEHHOro ONpeaeicH!s
(ITIKO =0.033 %)

Impurity D / Tlpumecs D

Below Limit of Detection (LOD = 0.014 %) /
Huxe npenena o6uapyxenun (I10 = 0.014 %)

Any unspecified impurity /
EnuHnyHas HeHIeHTHDULIM-
pOBaHHas IPUMECh

0.05%

i. Particles> 10 um/ 07 not more than 6000 per ampoule /
Yactun pa3Mepom > He 6onee 6000 Ha ammyny;
10 MM

il. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHUL] pa3sMEPOM > He 6onee 600 Ha amnyiy.
25 MKM

7 Related substances / PoacTBeHHble NpuMecn
Impurity A / ITpumecs A 0.16% not more than 0.20 % / He Oonee

0,20 %;

not more than 0.50% / He Oojee
0,50 %,

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

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

Not more than 0.20 % / He 6onee
0,20 %.

Remarks: The Product confirms to ND/

[Tpumeuanue: [IponykT cootBercTBYET Tpebopanusim HJI

Conclusion: APPROVED /
3axmouenune: OJJOGPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

1t

Checked by /
[IpoeepeHo: Ramakant

(o2

Approved by: Manager/Executive /
Opo6peno: Menemwkep / PykoBonurens

Manoj Kumar }@/ﬁ
(! (i

Reprint Date /
Hara:16.02.2023

Reprint Date /

Jata: 16.02.2023

Reprint Date /
Jarta : 16.02.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Mpoaykr: Ketopon" (keToponak) pacTeop Julsi BHYTPHEEHHOTO U BHYTPHMBIIEYHOTO BBEICHNS, 30 Mr/mi
Batch No / 1 V230077 Batch Quantity / : 272727ampules /
Cepus Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001645875 Date of Analysis / : 16.02.2023
Anagutudeckuit oryer Ne Jara anaauza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

JaTta npoussogcTaa Tonen xo

Analysis performed according ND / Anaqusz nposeaen mo HJI: JIT1-001365-170222

Page3of4/Crp.3u3z 4

Total impurities / Cymma 0.26% Not more than 1.50 % / He 6ornee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

HU3BnekaeMelii 06bem

He meHee HomunaneHoro (1,0 M)

9 Bacterial endotoxins /
BbakTepnanbnbie
3HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EB/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6osee 5,8 EQ/mr
KeTOpoJlaka TPOMETaMHUHa.

10 Sterility (every 15th batch) /
CrepuibHOCTL (AUISt KAXKAOM
15-oii cepun)

COMPLIES

Must be sterile. / JfomxeH O6bITh
CTEPWIBHBIM.

11 Assay / KosinyecTBeHHOe 29.97 mg/29.97 mr From 270mg to 330mg of
onpegesieHue CisHi13NO3- C4H1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 MrI C15H13NO3'C4H11NO3
(keToponaka TpoMeTaMuH) B 1 M.
12 Alcohol content / Itanon From 10.60 % to 12.60 %. /

11.84 %

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

Remarks: The Product confirms to ND/

[Ipumeuanue: Ilpoxykr cootsercTByeT Tpebosannsam HJT

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Pravesh Rana Hposepeﬂmnakam Onobpeno: Menemxkep / Pykosoautens
%_ (7 }UL Manoj Kumar M
N
Reprint Date / Reprint Date / Reprint Date /

Jlara:16.02.2023

Hara: 16.02.2023

Hara : 16.02.2023
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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 1. 491 98166 56001-02
CEPTHUOUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykT: Keropon™ (keToponak) pacTeop i BHYTPMBEHHOrO ¥ BHYTPHMBIIIEYHOrO BBEAEHHs, 30 MF/mu
Batch No / : V230077 Batch Quantity / : 272727ampules /
Cepus Ne Ob6nem cepun 272727 amnyn
Analytical Report No / : 890001645875 Date of Analysis / : 16.02.2023
AHasguTHYeCcKHIT oTUeT Neo JlaTa anaan3za
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JaTta npon3BoacTBa T'ogen go
Analysis performed according ND / Anaaus nposegen no HJI: JII1-001365-170222
Page40of4/Crp.4uz 4

13 Packaging / Ynakoeka

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. /

ITo 1 wMn B aMmOoyasl U3
CBETO3aLIUTHOTO cTeKIa
kopuunesoro kmacca [ (USP). B
BEPXHEH 4acTH aMITy/lbl HaHECEHBI
KOJBLIO M TOYKa Juli pasnoma. Ha
aMITyJTy HaKJIEBAXOT 3THKETKY.

ITo 10 ammyn ¢ UHCTpYKLMeH Mo
NPUMEHEHHUIO HOMELAoT
B [IBX/antoMuHueBbIH OIHCTED.

[To 1 6nucTepy B MaYKy 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 PVC/aluminum blister,

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

I[lo 1 Mn B aMnyasl U3
CBETO3aLIUTHOTO CTEKIIa KOPUYHEBOTO
WIH  TEMHO-KOPUYHEBOTO  LBETa
knacca I (USP). B Bepxueii udactu
amnynbsl HaHeCEeHBI KOJBLIO M TOYKA
Juist paznoma. Ha aMmyny HakJIenBaoT
STUKETKY.

[To 10 ammyn ¢ HHCTpyKUUEH Mo
NPUMEHEHHIO MOMEIIAIOT
B [IBX/antoMuHKeBBIN OnncTep.

Mo 1 6nucTepy B MauKy KapTOHHYIO,
sl craundoHapos: Io 2, 3, 5§
OJIMCTEPOB B IaUKY KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBeTcTBHU ¢ H/I.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3auurieHHOM
OT CBETA MECTE MpU TemIiepatype He Boiie 25 °C. He 3aMopaX1Bath.

16 Shelf-life / Cpok rognocrn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
IIpumeuanne: [Tpoxykr cootBercTByeT TpeboBaHusam HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToarorosseno: Pravesh Rana

i

Checked by /
[Iposepeno: Ramakant

/

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurens
+ Manoj Kumar §

o

Reprint Date /
Jara:16.02.2023

Reprint Date /
Jara: 16.02.2023

Reprint Date /
Jata : 16.02.2023
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