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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIA3ZA
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoayki: Ketopon™ (ketoponak) pacTsop JUlA BHYTPHEEHHOTO H BHYTPHMBILICUHOrO BBEACHHS, 30 Mr/mn
Batch No / 1 V240192 Batch Quantity / : 272727 ampules /
Cepua Ne O0bem cepuH 272727 amnyn
Analytical Report No / : 040002479068 Date of Analysis / : 06.04.2024
AnanuTHYecKHI oTueT Ne JlaTa anajanza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jlata MpOM3BOACTBA T'onen 1o
Analysis performed according ND / Ananus mposegen mo HJI: JI[1-001365-170222

Pagel of 5/Crp. 1n3 5

Ipo3pa4Hblil HecLBETHBIH PacTBOP

IJ\I%O Test / ITokaszarenn Results / Pe3synbTaTsl Specification / Hopma
1 Description / Onucanne Clear colorless  solution. / | Clear colorless to pale yellow solution.

/ TlpospauHblif OeCLUBETHBIN WIH
CBETJIO-XKETBbIH pacTBOP.

2 Identification /
IMognuHHOCTH

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
yIEPXKHUBAHUS OCHOBHBIX IIHKOB Ha
XpoMaTorpamme HCITBITYEMOTO
PacTBOpa COOTBETCTBYIOT BPEMEHAM
YIEpXKUBaHHAs OCHOBHEIX ITMKOB Ha
XpOMaTorpaMme CTaHIAPTHOTO
pacTBOpa KETOpOJiaka TPOMETaMHHA
H HaIpOKCeHa (paznen
«Konu4ecTBEHHOE ONpeeIeHHEN)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section) / Bpemena
VIOEpKMBAHUA OCHOBHBIX IHKOB Ha
XpomarorpamMme HUCOBITYEMOTro
pacTeopa HOJKHEL COOTBETCTBOBATh
BPEMEHAM YIEDKMBAHMA OCHOBHBIX
NHKOB Ha XpoMmaTorpamme
CTaHJapTHOTO PacTBOpa KeTOpoJlaka
TpOMETaMHHa ¥ HampokceHa (pa3jen
«KosdecTBeHHOe ONpPEAEIEHHEN)

3 Clarity / Ilpo3pauHocTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Omanecnenuus
npernapara He AOJDKHA NPEBBIIATE
OMNAJIECLCHLMIO 3TATOHA CPaBHEHHA L.

4 Color / LiBeTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnKMHE BOJHE
430 HM.

5 pH 7.33 From 6.9t 79./0T16,9 no 7,9.

Remarks: The Product confirms to ND/
IIpumeuanue: IlpopyxTt cooTBeTcTBYET TpeboBannaM HJI

Conclusion: APPROVED /
Bakargenue;: OJJOBPEHO

Jata: 06.04.2024

JaTa: 06.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBneHo: Pravesh R%a [Tposepeno: Rgma Kant Onobpeno: Menemiep./ Pykosogutens

22 ‘ ¢ Pavan Kumar Sharma ((YIK%’, .
Reprint Date / Reprint Date / ' Reprint Date /

| Hara: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories {td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Keropon® (keToponak) pacTBop /Ui BHYTPMBEHHOTO M BHYTPUMBIILEYHOTO BBeAeHHUs], 30 Mr/mi
Batch No / : V240192 Batch Quantity / : 272727 ampules /
Cepus Ne O0Bem cepuu 272727 amnyn
Analytical Report No / : 040002479068 Date of Analysis / : 06.04.2024
AHaJuTHYecKHii oTdeT No Jara anannza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npon3BoacTBA Togen g0
Analysis performed according ND / Ananus nposenen no HJI: JITT1-001365-170222

Page2 of 5/Crp. 2u3 5

6 Particulate matter / Mexanudyeckue BKJIIOYEHUsI
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuauMsle 4aCTHIbI B cooTBeTcTBHH C TpeOGOBaHUAMHU.
6B Invisible particles /
HeBuauMble YacTHLIBI:
i. Particles> 10 pm/ 08 not more than 6000 per ampoule /
Yacrull pasmepom > He Gonee 6000 Ha amITy1y;
10 MxMm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
JaCTHL pa3MEPOM > He Oonee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHbIe IpUMecH
Impurity A / IIpumecs A 0.16% not more than 0.20% / He Gonee
0,20 %;
Impurity B / ITpumecs B Not detected / He oGHapyskeHa not more than 0.50 % / He Gonee
0,50 %;
Impurity C / Ilpamecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He 6Gosee
Huxe npenena KoJM4ECTBEHHOTO 0,50 %;
onpenenenus (IIKO = 0.033 %)
3 V)
Impurity D / TIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oomnee
0,20 %.
Huxe npenena o6napyxenus (I10
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee
EnuniyHas HenneHTUOUIU- 0,20 %.
pOBaHHas IPUMECh

Remarks: The Product confirms to ND/
[Tpumeuanue: IIponykTt coorBeTcTBYET TpeboBauuamM HJT

Conclusion: APPROVED /
3axmouenne: OIOBPEHO

Hara: 06.04.2024

JHara: 06.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneno: Pravesh Rana IIporepeHo: Kant Onobpeno: Menemxep / Pf’)l{OBO,CLIfITEﬂb
U!.l]— ' Pavan Kumar Sharma  [£,.
: [
Reprint Date / Reprint Date / ' Reprint Date /

Hara: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®HUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Kertopon® (ketoponak) pacTBop /s BHyTPMBEHHOTO M BHYTPUMBIILEYHOrO BBeAEHHs, 30 Mr/mit
Batch No / 1 V240192 Batch Quantity / : 272727 ampules /
Cepns Ne Oo6bem cepuH 272727 amnyn
Analytical Report No / : 040002479068 Date of Analysis / : 06.04.2024
AHaauTHYECKHi oTyeT No JlaTa aHaaM32
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JaTa npoH3BoJACTBa ToageH no
Analysis performed according ND / Ananus nposenen nmo HJI: JIT1-001365-170222

Page3 of S/Crp.3u3 5

Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npuMeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Baexaemblit 06bem He menee nomunansHOro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaxTtepua/jbHble <=0.725 ED/mMr tromethamine. / He 6onee 5,8 E3/mMr
IHAOTOKCHUHBI KeTOpoJiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / Jlomken ObITH
CTepuabHOCTE (A1 KAXKAOH CTEPWIbHBIM.
15-0ii cepuu)

11 Assay / KoiuuecTBeHHOE 29.76 mg/ 29.76 mr From 27.0mg to 33.0mg of

onpejesieHHe CisH13NO3-C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 Mr ClsH13N03'C4H11NO3
(xeroponaka TPOMETaMMH) B 1 ML
12 Alcohol content / ITanon 11.96 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
INpumeuanue: Ilponykr coorpeTcTByeTt Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
TToaroroeneno: Pravesh RaT

r

Checked by /
Ilposepeno: Rama Kant

AL

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pﬁxoaonmcnb

Pavan Kumar Sharma /ﬂ/bj./”

Reprint Date /
Hara: 06.04.2024

Reprint Date / ‘

Jata: 06.04.2024

Reprint Date /
Jlata: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com




S e
Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CEPTHO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon™ (keropostak) pacTBOp /U1 BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOTO BBEACHHA, 30 Mr/M
Batch No / 1 V240192 Batch Quantity / : 272727 ampules /
Cepust Ne O0nem cepun 272727 amnyn
Analytical Report No / : 040002479068 Date of Analysis / : 06.04.2024
AHAIMTHYECKHI oTueT No Jara anaanza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npoH3IBoOACTEA Toaen go
Analysis performed according ND / Auanus nposenen no HJI: JI[T-001365-170222

Page4of 5/ Crp.4u3 5

13 Packaging / Ynakoska 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Ilo 1 wMn B amoyasl u3 | ina carton pack. /
CBETO3ALMTHOTO crekma | ITo 1 wMan B  amoynst  u3
kopuyneporo knacca I (USP). B | cBeTo3aIUTHOTO CTEKIa KOPUYHEBOTO
BepXHeW YacTH aMIlyJ bl HAaHECEHbl | MM  TEeMHO-KODHYHEBOIO  IIBeTa
KOJIBLIO M TOo4Yka ;g paznoma. Ha | kmacca I (USP). B Bepxuei uactu
aMIyJly HAKJIEUBAIOT 3THKETKY. aMITyJIbl HaHECEHbl KOJBLO W TOYKA
ITo 10 ammyn ¢ meCTpyKUMell mo | s pasnoma. Ha ammyny HakneuBaroT
HpUMEHEHUIO MOMELIAIOT | 3THKETKY.
B [IBX/amomuHueBsIl OHCTEp. IMTo 10 ammyn ¢ uHCTpyKIMeNH o
ITo 1 6nucTepy B MauKy KAPTOHHYIO. | MPUMEHEHHIO MOMEIIAI0T
B [IBX/amoMuHueBk1it 6uctep.
[To 1 GucTepy B Ma4Ky KapTOHHYIO,
Vi1 cTalMoHapoB: mo 2, 3, 5
611cTepOB B IAYKY KAPTOHHYIO.
Ilo 1 6nucTepy B HauKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetcteuun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B samumeHHOM
Xpanenne OT CBeTa MeCTe IIpU TeMIneparype ne Bellle 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpox roanoctn 3 years. / 3 ropa.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

[Tpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanuam HJI 3axmouenune: OJJOBPEHO

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

IloagrororneHo: Pravesh R IIposepeno: R,qma Kant Onobpeno: Menemxkep / Pykosoauress
f"‘ ; &L L@ Pavan Kumar Sharma g’/}/

Reprint Date / Reprint Date / Reprint Date /

Hara: 06.04.2024 Hara: 06.04.2024 Hara: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIM3A

’?roduct o/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Keropon™ (ketoponak) pacteop mist BHYTPHBEHHOTO 1 BHYTPHMBILIEYHOr0 BBeIeHHs, 30 Mr/mi

Batch No / : V240192 Batch Quantity / 2 272727 ampules /
Cepua Ne Obnem cepun 272727 amnyn
Analytical Report No / : 040002479068 Date of Analysis / : 06.04.2024
AnaJHTHYecKHii oTyeT No Jara ananusa
Date of Manufacture / : 03/2024 Date of Expiry / + 02/2027
Jara nponzsojacrea Togen xo

Analysis performed according ND / Anaans nposesen no HJI: JITI-001365-170222

PageS of 5/ Crp.5u3 5

API name / Haumenosanmne ADC:

Ketorolac tromethamine / Ketoponaka tpomeramun

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /
Homep cepun npouzsognrens ADOC:

ABQHO006832

FP Manufacturer API Batch number /
Homep cepun eyderanuun npoussoanresn [JID:

FEQA00569

API Manufactured by & country /
Mponssonnrens AMC, crpana:

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

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeyanne: [poaykr coorBercTBYeT TpeboBanmsam HJJ 3akmoyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Pravesh R;aa Iposepeno: Rama Kant Onobpeno: Menemxkep / Pyxosoaurens
P K Sh jf_: e

4 / avan Kumar Sharma | _:f =~
Reprint Date / Reprint Date / Reprint Date /
Hara: 06.04.2024 Hara: 06.04.2024 Hara: 06.04.2024
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