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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcratories (td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

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

Hpoaykr: Keropon™ (keroposak) pacTsop [uis BHYTPHBEHHOTO H BHYTPHMbIIIESHOro BBeneHHs, 30 Mr/mn
Batch No / : V240166 Batch Quantity / : 272727 ampules /
|Cepusa Ne Obbem cepBH 272727 amnyn
Analytical Report No / : 040002464493 Date of Analysis / : 27.03.2024
AnanuTnyeckHii oTyer Ne Jara ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027

JlaTa npown3BoOACTBa Togen mo

Analysis performed according ND / Ananns nposeaen no HA: JI[1-001365-170222

Pagelof 5/Crp. 1u3 5

’_1;2) Test / TokazaTess Results / PesyabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution,
IMpo3payHbiif GecBETHEIH pacTEOD / Tlpo3pauyusiit OGecUBETHBLIN Wy
CBETJIO-XKENTBIH pacTBOp.

2 Identification / The retention times of the main | The retention times of the main peaks
IMoanusuocTL 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
YJACPKHBAHUA OCHOBHBIX IHMKOB HAa | YIEp)KHMBAHHA OCHOBHEIX IIMKOB Ha
XpOMaTOTpaMMe HCIIBITYEMOTO | XpomarorpamMme HCIBITYEMOTO
pacTBOPA COOTBETCTBYFOT BpEMEHAM | pacTBOpa OOJMXKHbI COOTBETCTBOBAThH
YIEpXHBaHAS OCHOBHBIX NMUKOB Ha | BpeMEHAM YHCPXUBaHHA OCHOBHBIX
XpomaTorpaMme CTAHJApPTHOIO | THKOB Ha XpOMaTorpamMme
pacTBopa KeTopoNaka TpOMETAMHHA | CTAHAApPTHOTO PacTBOpa KEeTOpOJIaka
" HanpoKCceHa (pasnen | TpoMeTaMHHa M HalpokceHa (pasmen

«KonuiecTBeHHOE onpeneeHHe») «KonuiecTBeHHOE OMpeeNeHHE)

3 Clarity / TIpo3payHocTb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I, / Onanecuenuus
NpernapaTa He JOJKHA NPeBbLILIaTh
OlTAJIECLEHLHIO 3TANOHA CPaBHEHHUA .

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

He 6oee 0,20 npu JurMHe BOIHBI
430 Hm.
5 pH 7.37 From 6.9 t0 7.9./0t1 6,9 no 7,9.

Remarks: The Product confirms to ND/
[pnmeuanne: [ponykr coorsercByeT TpeGosanuiM HJT

Conclusion: APPROVED /
3akmwoyenne: OJIOBPEHO

Prepared by /

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pyrosoaurens

Jara: 27.03.2024

Jara: 27.03.2024

IToarorosneno: Santosh Kumar
Maurya ¢ ﬁ : Pavan Kumar Sharma j:gﬁ
Reprint Date / Reprint Date / Reprint Date / o

Jata: 27.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUOHNKAT AHAJIM3A

Dr. Reddy's Labicratories Lid
Formulation Linit-6

v wol, Nat h Road, Badddi,
2 203, INDIA
I G1 95168 50001-02

v drreddys.com

Product : /

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

Hpoaykr: Keropon™ (keToponak) pacTeop Aisl BHYTPHBEHHOIO M BHYTPHMBIIEYHOTO BReIeHHA, 30 Mr/mn
Batch No/ 1 V240166 Batch Quantity / : 272727 ampules /
|Cepus Ne O6peM cepun 272727 ammyn
Analytical Report No / : 040002464493 Date of Analysis / : 27.03.2024
AHaJIMTHYeCKHii oT9eT No JlaTa anannsa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jara npoH3BOACTBA I'open go

Analysis performed according ND / Anann3 nposeen mo HJI: JIT1-001365-170222

Page2of 5/Crp.2u3 5

6 Particulate matter / Mexanyeckue BKJII0YEHHS

6A Visible particles /
. Buaumbie 4yacTHLBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B coOTBETCTBHY ¢ TpOOBaHHSAMHY.

6B Invisible particles /
Heeugumete 4acTHLBL:

1. Particles > 10 pm/ 27 not more than 6000 per ampoule /
YacTuIl pa3MepoM > He Hoyiee 6000 Ha amnyny;
10 MxM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHI pasMepoM > ue Gonee 600 Ha aMyIy.
25 MKM
7 Related substances / PoacTeenBsle npumecH
Impurity A / IIpumecs A 0.15% not more than 0.20% / He Gosee

Impurity B / ITpumecs B

Below LOD (LOD = 0.014 %) /
Hmxe mpenena o6uapyxenus (110
=0.014 %)

pOBaHHaA IIPHMECh

Impurity C / Ilpumecs C
Below LOQ (LOQ = 0.033%) /
Hixe nmpenena KOMUHECTBEHHOIO
Impurity D / Ilpumecs D onpexesienus (IIKO = 0.033 %)
Below LOD (LOD =0.014 %) /
Hmxke npeaena o6Hapyxenus (T10
=0.014 %)
Any unspecified impurity /
Enunmanan HeHReHTHGHITH- 0.05%

0,20 %:;

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

not more than 0.50 % / He 6ouee
0,50 %;

not more than 0.20% / nHe 6o0jee
0,20 %.

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

Remarks: The Product confirms to ND/
IMpumeuanne: Ilpoaykt cootseTcTayeT TpeboBanmam HII

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: Santégh Kumar ITpoBepeHo: Pardeep Kumar Onobpeno: Mesemxkep / Byxosoautes
Maurya : t Pavan Kumar Sharma gaw»j
Reprint Date / Reprint Date / Reprint Date /

Jlata: 27.03.2024

Ilata: 27.03.2024

Jlara: 27.03.2024

anjaca Hilis,

Hydarabad - 5
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Lalcrateries Lid,
Formulation Unii-6

Vil hol, Malagarh Road, Badgi,
Diste Solan, .2, 173 205, INDIA
G1 93166 56001-02

cdiraddys.com

CEPTH®HAKAT AHAJII3A

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

IpoAyKT: KeTopon™ (KeToponak) pacTBop [l BHYTPHBEHHOTO H BHYTPHMBIUEYHOrO BBeACHHA, 30 MI/mn
Batch No/ : V240166 Batch Quantity / : 272727 ampules /
Cepust Ne O0sem cepHH 272727 amnyi
Analytical Report No / ; 040002464493 Date of Analysis / : 27.03.2024
AnanurTHYecKnii oT4eT No JlaTa aHaqan3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jata npou3BOACTEA Tomen g0

Analysis performed according ND / Ananuz nposenen mo HJI: JITT-001365-170222

Page3of5/Crp.3u3 5§

Total impurities / Cymma 0.20% Not more than 1.50% / He 6oee
npuMeceif 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 Mn Not less than labet claim (1.0 mL) /
Hienexaempiii 00bem He meHee HomuHanuHoro (1,0 M)

9 Bacterial cndotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakrepuaJibuple <=0.725 E3/Mr tromethamine. / He 6onee 5,8 EQ/mr
IHNOTOKCHHBI KETOpONaKa TpOMETaMMHa,

10 Sterility (every 15th batch) /
CTepuiIbHOCTE (A5 Kam0ii
15-0it cepun)

NA

CTEPHITBHEIM,

11 Assay / KonuuecTBeHHOE
onpeneneHne

30.19 mg/ 30.19 mMr

From 27.0mg to 33.0mg

CisH3NO3- C4H(1NO3

no 33,0wmr
(xeTOponaka TpoMeTaMHH) B 1 MJI.

Must be sterile. / JlomxeH ObITb

of
(ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
CisH3NOy C4H ;1 NO;

12 Alcohol content / ITanona

11.81 %

From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
IMpuMeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuam HI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
[MogrotosneHo: Santosh Kumar

Maurya Q&

~

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Pavan Kumar Sharma

Onobpeno: Menemxep :E{ymsou HTENb

g

Reprint Date /
Hara: 27,03.2024

Reprint Date /
Hara: 27.03.2024

=

Reprint Date /
Jata: 27.03.2024
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Dy, Reddy's L.ahoraterias Ltd

CERTIFICATE OF ANALYSIS
CEPTHUOPHKAT AHAJTH3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IponykT: Keropon® (xeToponak) pacTBop [ls BHYTPHUBEHHOIO M BHYTPUMBILIIEYHOTO BBENICHNH, 30 Mr/my
Batch No/ : V240166 Batch Quantity / : 272727 ampules /
Cepusn Ne Q0beM cepuH 272727 amnyn
Analytical Report No / : 040002464493 Date of Analysis / 1 27.03.2024
AHanuTHYecKkHii oTyeT Ne Jara anaan3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jlara npou3BoAcTBa I'open oo

Analysis performed according ND / Ananu3 nposenes no HJI: JI[1-001365-170222

Paged of 5/Cip.4nu3 §

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. /

INlo 1 mMn B amoynel M3
CBETO3AIINTHOTO cTeKna

kopuyHesoro wiacca I (USP). B
BEpXHEH 4acTH ammysnkl HaHECEHS
KONBIIO M TOYKa Uiz pa3noma. Ha
aMnyny HaKIeHBaIOT STHKETKY.

Mo 10 amuyn ¢ HHCTpyKUMeH MO
NPUMEHEHHUIO HOMELIAIOT
B [IBX/anromuHKEBBIft G1HCTEp.

Ilo 1 6aHcTepy B AYKy 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. /

Mo 1 wMn B amoymsl u3
CBETO3aIUTHOTO CTeKJ1a KOPUYHEBOTO
WY  TeMHO-KODHYHEBOTO  LIBETA
kiacca 1 (USP). B Bepxde#t 4actn
aMITy/lbl HaHECeHBl KONbLO M TOuKa
A passioMa. Ha aMIysiy HakIieMsarot
STUKETKY.

[lo 10 ammya ¢ HMHCTPYKIHEH Do
NpUMEeHEHHIO HNOMeUIaioT
B [IBX/aroMusueBLLH Gnuctep.

ITo 1 6nucTepy B I1a4Ky KApTOHHYIO;
JiA cTaUMoHapom: mo 2, 3, 5
ONACTEpOB B Ma4ky KapTOHHYIO.

ITo 1 61KcTepy B TauKy KapTOHHYO.

14 Labelling / Mapkupogxa

According to ND / B cooteTersuH ¢ HJT.

15 Storage conditions /
Xpasenue

In a place protected from light below 25 °C. Do not freeze. / B 3ammieHHOM
OT CBETa MeCTe [IPH TeMnepatype He Boite 25 °C. He 3aMopaxuBaTth.

16 Shelf-life / Cpox roarocTit

3 years. / 3 rona.

Remarks: The Product confirms to ND/
Ilpnmeyanue: INponykt cootsercTByeT Tpebosanuam HI

Conclusion: APPROVED /
3armoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMogrororneHo: Santosh Knmar Ipoeepeno: Pardeep Kumar Onebpeno: MeHenxep ?*Kononm'enb
Maurya Pavan Kumar Sharma { A——

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Jara: 27.03.2024

Reprint Date /
JHara: 27.03.2024

Reaisterad Of

Tl =

wedrireddys.com
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CERTIFICATE OF ANALYSIS
CEPTHDPUKAT AHAJIM3A

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

Hpolyrr: Keropon” (keToposak) pacTsop Ans BHYTPHBEHHOTO ¥ BHYTPHMBILLIEUHOMO BBeACHHA, 30 Mr/mp
Batch No/ : V240166 Batch Quantity / + 272727 ampules /
Cepiga Ne O0beM cepumn 272727 amnyn
Analytical Report No/ .  : 040002464493 Date of Analysis / 1 27.03.2024
AHanHuTHYecKHil oT4yeT Ne Jata ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / + 02/2027
Hara npoH3BOACTBA Togen o

Analysis performed according ND / Anaans mposenen no HJI: JIT1-001365-170222

PageSofS/Crp.Su3z §

API name / Hanmenopanne ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaM Uy

Homep cepuy cyberanuun nposssonurens CJID:

INN / MHH: Ketorolac / Ketoponax
API manufacturer batch number /

Homep cepun nponssoanrens ADC: QISR

FP Manufacturer API Batch number / FEQA00569

API Manufactured by & country /
ITpon3seoiantens APC, ¢rpana:

Dr. Reddy's Laboratories Ltd., India /
Il-p Penmi'c Jlabopatopuc JIta., Mnaus

Remarks: The Product confirms to ND/
[pimmevanue: [Ipogykt coorsercTRyeT TpeboBaumam HJT

Conclusion: APPROVED /
3axnroucuue: OJJOBPEHO

Prepared by / ' Checked by /

Approved by: Manager/Executive /

[oarorosneno: Santosh Kumar Ilposepeno: Pardeep Kumar OpnobpeHo: Menemxep / RYKOBOLNTE b
Maurya y f _ Pavan Kumar Sharma %

/

Reprint Date / Reprint Date /
JHara: 27.03.2024 Hara: 27.03.2024

Reprint Date /
Jata: 27.03.2024

Rogistaisl Offfce: &
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