Dr. Reddv's Laboratories Ltd.
Formulation Unit-6

vill, Khol, Malagarh Road, Baddi,
Diste. Solan, H.2. 173 205, (MDIA
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A vewwLdrienaye.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpolykT: KeTtopon" (keToponak) pacTBOp AJs BHYTPMBEHHOIO ¥ BHYTPHMBILIEUHOFO BBEAeHHs, 30 Mr/Ma
BatchNo / : V250171 Batch Quantity /  : 454545 ampules /
Cepaa Ne O0bem cepun 454545 amnyn
Anal ytical Report No / : 890001799785 Date of Analysis/ : 25.03.2025
Anassnrnyeckuii oTyet Ne JlaTa anajanza
Date of Manufacture / ¢ 03/2025 Date of Expiry / : 02/2027
Jara npon3BoacTBa T'omen mo
Analysis performed according ND / Anaaus nposeaen nmo HJI: JII1-001365-230124

Page 1 of 5/Crp. 13 5

2.00 Test / IlokasaTennb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to slightly yellow

color solution. / Tlpo3paunslit
pacTBop OT 6eCBETHOIO A0 CRETJIO-
JKENTOro LIBETA.

[Mpo3pauHblit GecuBeTHbIH pacTBOP.

2 Identification /
[MoaJIMHHOCTL

HPLC/B3XX

Complies as prescribed/

CooTBETCTBYET

The retention times of the main
peaks in the chromatogram of test
solution should correspond to those
in the chromatogram of standard
solution (Assay section) / Bpemena
yIEPXUBAHKA OCHOBHBIX MHKOB Ha
XpoMarorpaMme UCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpEMEHaM YIEepKMBaHHsI OCHOBHbBIX
NIHKOB Ha XpoMaTorpamMmme
CTaHOapTHOrO pacTBopa (pasgmen
«KonmaecTBeHHOE ONpeeTICHHE)

UV- spectrophotometry /
Y®-cnektpodoTomMeTpus

Complies as prescribed/

CoOTBETCTBYET

UV absorption spectra of the test
solution and the solution of the
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 + 2 nm. / Y-
CHEKTPEI NOTJIOLIEHUA
UCIIBITYEMOTO pacTBOpa U pacTBopa
cTaHAapTHoro oOpasua KeTopoJaka
TpoMeTamMHHa B obmactu or 200 1o
400 HM JOMKHBI UMETH MaKCUMYMBI
TIOTJIOMIEHUA NpHU 32242 HM.

Remarks : The Product confirms to ND/
[Tpumeuanue: IIpoaykrt cootBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmwuenune: OJOBPEHO

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

IToarororneno:Ramakant IIpoBepeno: Pardeep Kumar | OngobpeHo: Menemxe&/ Pykopoaurens
@ ‘;,Lr/ Ci_ Amit Kumar N

Reprint Date / /\/ Reprint Date / Reprint Date / '

Jara: 25.03.2025 Jlara: 25.03.2025 Jara: 25.03.2025

Registered Office: 8-2

-337, Road Ne. 3, 8anjara Hills, Hyderabad - 500634, Teiangana, Indin

Tel: 491 40 4900 2900, Fax: +91 40 4200 2999, Email: rmaii@drreddys.com

CIN: L5105APL984PLCODAS07
ww L diredey s com




Dr.Reddy’s '.‘:‘

Dr. Reddy's Laboratories Ltd,
Faormulation Urit-6
Vill. Khol, M h Road, Baddi,

Distt. Solan, H.P, 172 205, (HOIA
CERTIFICATE OF ANALYSIS .0 g1 ozios oooon-or
CEPTUP®UKAT AHAJIM3A v drieddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: KeTopon® (keToposiak) pacTBOp Ajisi BHYTPHBEHHOIO U BHYTPUMBbILIEUHOIO BBeeH s, 30 Mr/Mn
Batch No / : V250171 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001799785 Date of Analysis/ : 25.03.2025
AdaniuTHYECKHH oTyeT No JlaTa anajau3a
Date of Manufacture / : 03/2025 Date of Expiry/ : 02/2027
JaTa npon3BoAcTBa Toaen xo
Analysis performed according ND / Anann3 nposeaen mo HJI: JII1-001365-230124

Page2 of 5/Crp. 2 m35

No

Test / IToka3zaTenn
Ne

Results / PesyabTaTsl

Specification / Hopma

3 Clarity / Ilpo3pauHocTh

Complies / CooTBeTcTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension . /
OnanecueHUYs penapara He
JIOJDKHA NPEBBILIATH ONaJIeCLE HUMIO
JTanoHa cpaBHeHu: 1.

Bunnmeie 4acTHIIBI

4 Color / LiBeTHOCTD 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
TTornoueane JOMKHO OBITh HE
6onee 0,20 nmpu JUTHHE BOJIHBI
430 HM.

5 pH 7.0 From 6.9t07.9./0t1 6,9 no 7.9.

6 Particulate matter / MexaHn4yecKHe BKJIOYEHUA

6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements.

/

B cooTtBeTcTBUYU € TpeOOBAHUAMIL.

6B Invisible particles /
HeBuauMsble YaCTHLBL:
i. Particles> 10 pm/ 55 not more than 6000 per ampoule /
YacTui pasmepom > He Oonee 6000 Ha amnyny;
10 MxM
ii. particles > 25 pym/ 02 not more than 600 per ampoule /
YacTHL pa3MEPOM > He 6onee 600 Ha amIyIy.
25 MKM
7 Related substances / PoacTBeHHbIC IPUMeECH
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / ne Oonee

0,20 %;

Remarks : The Product confirms to ND/
[Tpumeuanue: [Ipoxykt cootsercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

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

IToaroronnero:Ramakant Hponepeno: Pardeep Kumar | Ono6penio: Monomiep / ByrkoboanTes
ﬂ, { LLr = | Amit Kumar ﬁ( =l

Reprint Date / N Reprint Date / Reprint Date / {

Hara: 25.03.2025 Jara: 25.03.2025 Hara: 25.03.2025

Registered

ffice: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500634, fafangana, India

Tel: +91 30 2906 2907, Fax: +91 40 4200 2999, Erail: maii@drreddys.com
CIN: LE5195AP 1G53PLCA04507

wysdiredays.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-5

Vill. Khol, Malagarh Road, Baudi,

Distt. Solan, H.P., 173 205, I“.Ji”
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CEPTUO®UKAT AHAJIN3A wwve.drieddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoAykr: Ketopon® (keToposniak) pacTBOp Juiisl BHYTPHBEHHOTO H BHYTPHMbIILEYHOTO BBEAEHHS, 30 mr/mu
Batch No / : V250171 Batch Quantity / : 454545 ampules /
Cepuasn Ne Oo0bem cepu 454545 ammyn
Analytical Report No / : 890001799785 Date of Analysis/ : 25.03.2025
AHaJINTHYECKHH oTYeT Ne JlaTa aHajamn3a

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027

Jlara npon3BoacTBa T'oxen no

Analysis performed according ND / Auanu3 nposeaen mo HJI: JII1-001365-230124

Page3 of 5/Crp.3 m35

1;.00 Test / [TokazaTenn Results / PesynbTathl Specification / Hopma
Impurity B / [Ipumecs B not more than 0.50 % / nHe Oonee
Below LOD (LOD = 0.014 %) / 0,50 %;
Huxe npenena obnapysxenus (I10 =
0.014%)
Impurity C / ITpumecs C not more than 0.50 % / He Gonee
Below LOD (LOD = 0.010 %) / 0,50 %:
Hiwke npexnena obnapyxenus (I10 =
0.010%)
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oonee
Huxe npenena obnapyxkenus (I10 = 0,20 %.
0.014%)
Individual unidentified BelowEOQIIION S0.05%0)! Not more than 0.20 % / He Gonec
impurity / ExuHimnas Huxe nipenena KOJIUYeCTBEHHOTO 0.20 %.
HeTeHTHULMPOBaHHAs onpenenenus (IIKO = 0.05%)
AIpUMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6Gosee
npuMecei 1,50 %.

8 Extractable volume / 10.0 ml1/ 10.0 mn Not less than 10.0 ml (collectively
H3Baekaemblii 00bem measured volume of 10 ampoules) /

He menee 10,0 Mn (ofhem,
MU3MEPEHHBIA Hd UCHUBAHUN
0bbenuHeHHOTO coepkumoro 10
amiryJn)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepHajibHble /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
3HAOTOKCHHBI 5,8 ED/Mr KeTopojaka

TpOMeTaMHHa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanuaM HJI 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroropneno: Ramaham [Mponepeno: Pardeep Kumar | Onobpeno: Menemxep / PQ"KDBO}IHTEJIB

L, T Py Amit Kumar _'\* _—
Reprint Date / \ Reprint Date / Reprint Date / I
Hara: 25.03.2025 Hara: 25.03.2025 Hata: 25.03.2025

Registered Office: 8-2-337, Road No. 3, Banjain Hills, Hyderabad - 500634, Telangana, india
Tel: +51 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.corm

L85195AP LY8APLCONES07
www.drreduys.com
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CERTIFICATE OF ANALYSIS
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Dr. Recdy's Laboratories Lid.
Formuiation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P. 173 205, iHDiA
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CEPTUPHUKAT AHAJIM3A v drracdys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon™ (keToposiak) pacTBOp JUlsi BHyTPHBEHHOrO U BHYTPHMBILIEYHOTO BBEAEHH, 30 Mr/ma
Batch No / : V250171 Batch Quantity / : 454545 ampules /
Cepus Ne Ob6nbem cepun 454545 amnyn
Analytical Report No / : 890001799785 Date of Analysis/ : 25.03.2025 -
AunajiuTHYecKHil oTueT Ne JaTta anannsa
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
Jlara npou3BOJCTBA TI'ogeH go
Analysis performed according ND / Ananns nposeaed mo HJI: JII1-001365-230124

Page 4 of 5/Crp.4m3 5

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 w™Ma B aMmMOyasl M3
CBETO3AILUTHOTO CTEKIa TEMHO-
xopuuHeBoro knacca 1 (USP). B
BEpXHEH YacTH amIlysibl HaHECEHBI
KONIBII0 M TOYKa nns pasnoma. Ha
amnyny HaKJIEHBaIOT STUKETKY.

Ilo 10 amMmyn ¢ MHCTpYKUMEH IO
NPUMEHEHHIO MOMELIAI0T
B [IBX/anoMuHHEBLIN OOHCTED.

I;.:) Test / Iloka3zaTenb Results / PesyabTaThl Specification / Hopma
10 Sterility (every 15th batch) / Sterile / Crepunen Must be sterile. / JonmkeH OblTh
CTepuibLHOCTD (A8 KaKIO0H CTEPUIILHBIM.
15-0ii cepuu)
11 Assay / KonnuecTBeHHoe 30.57 mg / 30.57 mr From 27.0 mg to 33.0 mg of
onpefesieHue C19H24N2O¢ (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mMr
10 33,0 Mr CyoH24N2Og (keTOponaka
TpomeTamon) B 1 MII.
12 Alcohol content / ITanon 11.85 % From 10.60 % (v/v) to 13,10 %
(viv)./
Ot 10,60 % (06/06) no 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding

dark amber glass ampoules.

A cut ring and point are 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 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a

carton pack /
ITlo 1 wMn B amnoyinsl U3
CBETO3AIIMTHOTO CTEKNla TEMHO-

kopuuHesoro 1peta knacca I (USP).
B BepxHeil 4acTH aMITyJisl HAHECEHBI
KOJIBLIO W TOYKa 1Jis pasntoma. Ha
aMmITyJly HaKJIEUBaIOT 3THKETKY.

ITo 10 aMmyn ¢ HMHCTpPYKLMEH IO
NIPUMEHEHHIO B

Remarks : The Product confirms to ND/
[Tpumeuanue: [TpoaykT cooTeeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Bakawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToprorosneHo:Ramakant Iposepeno: Pardeep Kumar | OnoGpero: Menekep / PykosoanTtens
(ol [ Amit Kumar N _—
Reprint Date / <" | Reprint Date/ Reprint Date/
Jara: 25.03.2025 Jara: 25.03.2025 Hata: 25.03.2025
Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, tndia

Tol: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CiN: L85 195AP1984PLCUDAS0Y
wiww diTedays.coimn
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Dr. Reddv's Laporatories Lid,
Formulation Unit-6

Vill. Khol, Mala
Disit. Solan, H.2, 173 205, iNDIA

I Daac Bockd
garh Road, Baadi,

CERTIFICATE OF ANALYSIS ¢ 51 98160 0000002

CEPTUOPUKAT AHAJIM3A v drieddys.coin
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: KeTopon™ (keTopoJiak) pacTBop /is BHYTPHBEHHOTO M BHYTPHMBIIIEUHOTO BBeACH!S, 30 mr/ma
Batch No / : V250171 Batch Quantity / : 454545 ampules /

Cepus Ne

O0bemM cepln 454545 amnyn

Analytical Report No / : 890001799785
AHaJiuTHYECKHH oT4yeT Ne

Date of Analysis/ : 25.03.2025
JlaTa ananuza

Date of Manufacture / : 03/2025
JlaTa n1pou3BOACTBA

Date of Expiry / : 02/2027
I'open o

Analysis performed according ND / Ananu3s nposenen no HJI: JI1-001365-230124

Page50f 5/Crp. 5135

No

No Test / [Toxa3zaTennb

Results / PesyabTaThl

Specification / Hopma

Io 1 6nucTepy B mauky kaprontyto. | IIBX/amomuuneselif Gnuctep. Ilo

1 Gnuctepy B TayKy KapTOHHYO;
ona  cmayuonaposg: mo 2, 3, 5
OJUCTEPOB B NMAYKY KapTOHHYHO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTBud ¢ HJI.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aminineHHoM
XpaHeHue OT CBETa MecTe NMpH Temmnepatype He Beliile 25 °C. He 3aMopaxXuBaTh.
16 Shelf-life / Cpok roanocTn 2 years. / 2 roza.

API name / Haumenopanue ADC:

Ketorolac Trometamol / KeToponaka TpoMeTaMon

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

API Manufactured by & country /
[poussoautens ADC, cTpana:

Homep cepun nponspoautens AQC: 2KTM0601024

FP Manufacturer API Batch number /

Homep cepun cy6cTanunu npoussoaurens I'JID: FERA00632
Symed Labs Ltd., India /

Caiimen Jlabc JItn., Muaus

Remarks : The Product confirms to ND/

Ipumeuanue: ITpoxykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

Jara: 25.03.2025

Jara: 25.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroeneno:Ramakant I[Tposepeno: Pardeep Kumar | OpobpeHo: Menemkep / PykoBoaurenb
) .m L LLr / Amit Kumar INET~

Reprint Date / L Reprint Date / Reprint Date / i

Hara: 25.03.2025

Reaistered Office: 8-2-337, Road Ne. 3, Baniara Hilts, Hyderabad - 500034, Teinngana, Inciin
Tol: 491 40 4900 2900, Fax: 491 40 4200 2999, Cmail: mail@dereddys.com
CI: LS5 195APLEGAPLCO0AS07

wwwdiredays.com




