Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Nistt. Salan, H.P, 173 205, INDIA
Tal - 491 98166 56001-02
wiwve. direddys.com

Product : /

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

IIponykr: Keropon® (keToponak) pacTBop /I BHYTPUBEHHOIO M BHYTPUMBILIEUHOrO BBEACHHS, 30 Mr/Mi
Batch No / -1 V240278 Batch Quantity / + 272727 ampules /
Cepust Ne O0nem cepuH 272727 amnyn
Analytical Report No / : 890001734255 Date of Analysis / : 17.05.2024
AHaJMTHYeCKHI oTyeT No Jara ananuza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JaTa npon3BoacTBa I'onen a0

Analysis performed according ND / Ananns nposeaen no HJI: JII1-001365-170222

Page1 of 5/Ctp. 135

i.? Test / IlokazaTenb Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
ITpo3paqHblii 6ecLBETHBIH pacTBOP. / Tlpo3pauHblif OeCLBETHBIH WJIH
CBETJIO-KEJTBIN pacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks
INoanunHOCTH 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) / BpemeHa | (Assay  section) / Bpemena
YIOEPXKHUBAHUS OCHOBHBIX TIHKOB Ha | YJEPXKHUBAaHUSA OCHOBHBIX ITHMKOB Ha
XpoMarorpamme HCIIBITYEMOr0 | XpoMaTorpamme HCIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM | pacTBOpa MAODKHBI COOTBETCTBOBATH
YIEPXXHUBaHHS OCHOBHBIX NMHUKOB HA | BpEMEHaM YIEPXKUBAaHUA OCHOBHBIX
Xpomarorpamme CTaHOApPTHOTO | THKOB Ha XpoMaTorpamme
pacTBopa KeTopoJiaka TPOMETaMHHa | CTaHJApTHOTO pPacTBOpa KeTOpoJaka
7 HanpOKCeHa (pasnen | TpoMeTamKHa M HampokceHa (paszeln
«KomnuiecTBeHHOE OTpeeneHUE) «KonuuecTBeHHOE ONPEIENCHHE»)

3 Clarity / Ilpo3pauHocThb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHuus
npenapara He I0JDKHA NPeBbIIIATh
OMAaJIECIEHIIMIO 3TANIOHA cpaBHeHUA 1.

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

He 6onee 0,20 mpu njvHe BOJIHBL
430 HM.
5 pH 7.35 From 6.9 t0 7.9./ 0Ot 6,9 mo 7.9.
6 Particulate matter / MexaHu4eckHne BKJIIOUEHHS

Remarks : The Product confirms to ND/

[Tpumeuanue: [Tponykr coorBeTcTBYET TpeboBanusMm HJI

Conclusion : APPROVED /
3axurwuenne: OJJOBPEHO

Prepared by / Q
INoarorornend—Ranjeet

Checked by /

[poeepeno: Rama Ka

Approved by: Manager/Executive /

Reprint Date /

Hara: 17.05.2024

Reprint Date /

Jara: 17.05.2024

A

Onobpeno: Menemxep / PykosoanTes)s
Manoj kumar & i[m!:j

Reprint Date /
Jlarta: 17.05.2024

Registerad Office: 8-2-337, Rond No. 3, Banjaia Hills, Hyderabad - 505034, Telangana, India
Tel +01 40 4300 2800, Faxz 4491 4% 4200 2629, Email: mail@drraddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboiratories Lid.,
Formulaticn Unit-6

Vil Khol, Malazarh Road, Baddlj,
Niztt. Solan, H.P., 173 205, INDIA
Tol 1 +91 981605 5C001-02
wwvedireddys.com

Product : /

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

IIpoaykr: Keropon" (xetoponak) pacTBop /uisi BHYTPUBEHHOTO ¥ BHYTPUMBIILIEYHOrO BBEIeH S, 30 Mr/ma
Batch No / : V240278 Batch Quantity / : 272727 ampules /
Cepus Ne O6Bem cepuu 272727 amnyn
Analytical Report No / : 890001734255 Date of Analysis / : 17.05.2024
AHAJHTHYECKHH oTueT Ne Jara ananusa

Date of Manufacture / : 04/2024 Date of Expiry/ : 03/2027

JaTa npou3BoacTBa I'open o

Analysis performed according ND / Ananu3 nposegen no HJI: JII1-001365-170222

Page2 of 5/ Ctp. 2 u3 5

No

Test / Iloka3arennb
No

Results / PesyabTaThl

Specification / Hopma

6A Visible particles /
BuayumMble yacTHIIBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B coOTBETCTBUY € TPeOOBAHUSAMH.

6B Invisible particles /
HeBnpnMsble yacTHLpbL:

i. Particles> 10 pm / 05 not more than 6000 per ampoule /
Yactun pasmMepom > He 6onee 6000 Ha amMnyiy;
10 Mmxm

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHUI pa3MePOM > He 6onee 600 Ha ammyy.
25 MKM

7 Related substances / PoacTBeHHbIe NpUMecH
Impurity A / Ipumecs A 0.15% not more than 0.20 % / He 6onee

0,20 %;

Impurity B / ITpumecs B

Below LOD (LOD = 0.014%) / Hiwxe
npenena obHapyxenns ([10 = 0.014 %)

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

Remarks : The Product confirms to ND/
IlpuMeuanmue: H_g_OL[}'KT COOTBETCTBYET TpeboBaHuaM HJ{

Impurity C / Ilpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He 6onee
Hinxe npenena KoJIHM4ECTBEHHOTO 0,50 %;
onpexnenenns (ITIKO = 0.033%)
Impurity D / IIpumecs D Below LOD (LOD =0.014 %) / not more than 0.20 % / He 6onee
Hwxke npenena obHapyxenus (I10O 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
- 0,
EnvHWYHAA HeMOeHTUDUITN 0.05% 0,20 %.
pOBaHHas IpUMeCh
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

Conclusion : APPROVED /
3aknwuenne: OJIOBPEHO

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

INogrotoenenor Ranjeet IIporepeno: Rama { Onobpeno: Menemxep / PykoBonurens
W Manoj kumar @J_Jf_-’_@.

Reprint Date / Reprint Date/ \/ Reprint Date /

Hara: 17.05.2024 Jata: 17.05.2024 Jara: 17.05.2024

P1584PLCOCKECT
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O Reaay's Laboratories L
Formulation Unit-6

Vil iKhel, Nalagarh Road, Baddi,
Distt. Selan, H.P, 173 205, INDIA
Tol 1 +971 98165 56001-02

CERTIFICATE OF ANALYSIS . dr el cof
CEPTUOHUKAT AHAJIM3A ‘
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoxykT: Keropon® (xeToponak) pacTBOp JUisl BHYTPHUBEHHOTO M BHYTPUMBIIIEYHOrO BBesieH s, 30 mr/mu
Batch No / 1 V240278 Batch Quantity / : 272727 ampules /
Cepus No O6beM cepHu 272727 amnyn
Analytical Report No / : 890001734255 Date of Analysis / : 17.05.2024

ApanuTayeckui oryet Ne

Jara ananu3za

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027

Jara nponssoacrea

I'ogen go

Analysis performed according ND / Anann3s nposenen no HJI: JI[1-001365-170222

Page3 of 5/Crp.3u3 5

1;.‘? Test / Iloka3zaTennb Results / PesyabTaThl Specification / Hopma

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BaexaeMblii 00beM He menee HoMuHanbHOTO (1,0 M)

9 Bacterial ecndotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaxrtepuabHble <=0.725 EQ/mMr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KeTOpoJlaka TPOMeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxkeH ObITh
CTepHiabHOCTD (M1 KAXKAOM CTEPHIbHBIM.
15-oii cepun)
1;.:) Test / Iloka3zarenn Results / Pe3yabTaTsl Specification / Hopma
11 Assay / KosinuecTBeHHOE 29.24 mg/29.24 Mr From 270mg to 33.0mg of
onpegesieHue CisH;3NO;- C4H;1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
0 33,0 Mr C15H13NO3‘C4H11NO3
(xeToponaka TpoMeTaMHH) B 1 MIL.
12 Alcohol content / ITanon 11.71 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [ponykr coorserctayet Tpebosanmsam HJL | 3akarouenne: OJOBPEHO
Prepared by / 447_\1 Checked by / Approved by: Manager/Executive /
Iogrotoeaeno: Ranjeet ITposepeno: Rama { f-\ Omnobpeno: Menemxkep / PyxoBoaus Mp
Manoj kumar gj ol
Reprint Date / Reprint Date/ *° Reprint Date /
Jara: 17.05.2024 JlaTta: 17.05.2024 Jlarta: 17.05.2024
Road WNo. 2, Banjara Hills, Hyderahad - 500024, Telansans, India
L AGA9C5 2609, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Lid
Formutation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Soian, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.cor
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon® (keToposiak) pacTBop Ayl BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BBefieHus, 30 Mr/mn
Batch No / : V240278 Batch Quantity / : 272727 ampules /
Ceplsa Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001734255 Date of Analysis / : 17.05.2024
AHaJuTHYecKHH oTyeT No JlaTa aHaqmu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npon3BojcTBa I"onen 1o
Analysis performed according ND / Anann3 nposenen no HJ/I: JII1-001365-170222

Page4 of 5/ Crp. 4m3 5

No

No Test / [Toxazarenas

Results / PeaynsTaTh!

Specification / Hopma

13 Packaging / YnakoBka

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 aMmmoyidsl U3
CBETO3aLIUTHOTO CTEKIa
kopmyHeBoro knacca I (USP). B
BEPXHEH 4YaCTH aMITyJibl HaHECEHBI
KOJIBIIO M TOYKa Juii pa3nioMa. Ha
aMITyJly HaKJIEHBAIOT ITUKETKY.

ITo 10 ammyn ¢ MHCTpYKLMEH 1O
NPUMEHEHHUIO NOMELIAI0T
B [IBX/amoMuHKeBEIH GnucTep.

ITo 1 6ucTepy B Nayky 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. /

[lo 1 wMn B ammynasl U3
CBETO3ALHUTHOrO CTEK/Ia KOPHYHEBOTO
WIH  TEMHO-KOPUYHEBOTO  IIBETa
kmacca I (USP). B BepxHeii yactu
aMIyJipl HaHECEHB! KOJBLO W TOYKA
11 pasnoma. Ha aMImyity HaiJIeMBaloT
STHKETKY.

I[To 10 amnyn c HMHCTPYKLHEH NO
TIPUMEHEHHIO MMOMEILAIOT
B [IBX/amoMuHKEBBIH OMCTED.

Mo 1 6nucTepy B Da4Ky KapTOHHYIO;
Ins  cTauuMoHapoB: mno 2, 3, 5
ONUCTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B cootBetctBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHoM
OT CBETa MecTe npu TeMrepartype He Bolle 25 °C. He 3aMopaxuBarts.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 roga.

| API name / Hanmenosanue A®C:

|  Ketorolac tromethamine / Ketoposnaka TpoMeTaMiH

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Iponykr cooTBeTcTBYeT TpeboBanusam HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTorneno: Ranjeet [IpoBepeno: Rama Kant OnobpeHo: Menemxep / PykoBoaurens
mﬁ(@(}: Manoj kumar A

Reprint Date / Reprint Date/ ~ \— Reprint Date / -
JHara: 17.05.2024 Hara: 17.05.2024 Jara: 17.05.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 505024, Telangana, india

Tl +61 50 4500 2500, Fax: +91

CIN. L35155AP1584PLCOC207

v drreddys,.com

40 4360 2893, Email: inail@drraddys.con:
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D Reddy's Laboratories Lid
Formuiaticn Unit-0

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan. H.P, 173 205, INDiA
Tel 491 98166 56001-02

CERTIFICATE OF ANALYSIS wiww.direddys.com

CEPTHOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBOP /sl BHYTPHBEHHOIO U BHYTPHMBIILEYHOrO BBefeHUs], 30 mMr/mu
Batch No / : V240278 Batch Quantity / : 272727 ampules /
Cepus Ne O0nemM cepun 272727 amnyn
Analytical Report No / : 890001734255 Date of Analysis / : 17.05.2024

AHanuTHYeCKHil oTyeT Ne JlaTa ananu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npou3BoacTea I'onen 1o

Analysis performed according ND / Anaan3 nposenen mo H/I: JII1-001365-170222

Page Sof S/Crp. 5u3 5

Homep cepuu cyGeTanuyu npoussoautens IJI@:

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

Homep cepum npoussoautens A®C: SEQHEEEE

FP Manufacturer API Batch number / FEQA00569

API Manufactured by & country /
IMpomssoautennr APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGoparopuc JIta., Unnus

Remarks : The Product confirms to ND/
ITpumeuanue: IIpouykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / (&0 Checked by /

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBonuTes -
Manoj kumar

Reprint Date / Reprint Date /

[Toaroroeneno: Ranjeet IIporepeno: Ramé ant
v"- -

Reprint Date /
Jlata: 17.05.2024

Jara: 17.05.2024 Hara: 17.05.2024




