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CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Ketopon" (keToponak) pacTBOp /Uit BHYTPUBEHHOTO M BHYTPHMBILIEYHOrO BBeAeH s, 30 mr/mn
Batch No / 1 V230366 Batch Quantity / : 272727ampules /
Cepus Ne O6BemM cepun 272727 amnyn
Analytical Report No / : 890001662257 Date of Analysis / : 10.05.2023
AHATHTHYECKHIT oT4eT No Jdata ananusa
Date of Manufacture / 1 Apr.2023 Date of Expiry / : Mar.2026
Jara npou3BoACTBa T'oxen no
Analysis performed according ND / Ananns nposeaen no HJI: JII1-001365-170222

Page 1 of 4 /Crp. 1 m3 4

/
IIpo3payHbli CBETJIO-XKENThIH

pacTBop.

1;00 Test / [TokazaTenab Results / PesynbTaTs! Specification / Hopma
1 Description / Onucanue Clear, light yellow solution. Clear colorless to pale yellow solution.

/  Tlpo3payHblii OECUBETHBIN HIH
CBETJIO-)KENTbIA pacTsop.

2 Identification /
IMopnuHHOCTDL

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
yIOEpXXUBAaHUSI OCHOBHBIX NHMKOB Ha
XpoMarorpamme HCIIBITYEMOTO
‘pacTBOpa COOTBETCTBYIOT BpEMEHaM
YAEpXUBaHHS OCHOBHBIX IIMKOB Ha
XpoMarorpamme CTaHAApPTHOFO
pacTBopa KeToposiaka TpOMeTaMHHa
u HampokceHa (paznmen
«KonuuecTBeHHOE OTIpEAEIEHIEN)

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
YOEP)KHUBAHHA OCHOBHBIX IIHKOB Ha
XpoMmarorpamme UCIBITYEMOTO
pacTBOpa HO/KHBI COOTBETCTBOBATH
BpEMCHAM YICpP)XKUBAHHI OCHOBHbBIX
TIMKOB Ha XpoMaTorpaMmme
CTaHOApTHOrO pacTBopa KeTOopoJaka
TpOMeTaMHMHa M HAIpOKCeHa (pasien
«KonuuecTBeHHOE ONpEeTCHUEN)

3 Clarity / IIpozpauHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHA IPEBbIIIATD
OlaNEeCUEHIMIO ITAJIOHA CpaBHEeRu [.

4 Color / IlIBeTHOCTH 0.07 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu IMHE BOJIHbI
430 HM.

5 pH 7.32 From6.9t07.9./016,9 10 7,9.

6 Particulate matter / MexaHu4YecKHe BKJIIOYEHHUS

Remarks: The Product confirms to ND/
[Mpumeuanne: [Mpoaykr cooTBeTcTBYET TpeboBanuaM HJJ

Conclusion: APPROVED /
Baxaouenue: OJJOBPEHO

Prepared by /
ITonroroeneno: Ramakant

Checked by /
IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosozyrens
ol Manoj Kumar
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Reprint Date /
Jara: 10.05.2023
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Reprint Date /
Hara: 10.05.2023

Reprint Date /
Jlata : 10.05.2023
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) CEPTU®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon" (keToponak) pacTBop /i BHYTPMBEHHOrO M BHYTPUMBbILIEHHOTO BBEAEHNS, 30 mr/mn
Batch No / : V230366 Batch Quantity / : 272727ampules /
Cepus Ne Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001662257 Date of Analysis / : 10.05.2023
Ananurnyecknii oryer No JaTta ananm3a
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Jara npou3BoacTBa T'ogen no
Analysis performed according ND / Ananns nposesen no HJI: JI[1-001365-170222

No

Test / [Toka3zaTeab
Ne

Page2 of4/Crp.2 3 4

Results / Pe3yabTaThl

Specification / Hopma

6A Visible particles /
Bunumele 4acTHIIBI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTseTcTBMH C TpeOOBaHUSIMH.

6B Invisible particles /
HeBumumMble YaCTHIIBL:

obHapyxenus (ITO = 0.014 %)

i. Particles> 10 pm/ 06 not more than 6000 per ampoule /
YacTun pazMepom > He 6onee 6000 na ammyny;
10 Mmxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
JacTUL pa3MepoM > He 6onee 600 Ha ammyny.
25 Mxm
7 Related substances / PoacrBeHHble npumecH
Impurity A / I[Tpumecs A 0.15% not more than 0.20 % / mHe 6Gomee
0,20 %;
] o
Impurity B / IIpumecs B Not detected / He o6Hapyxena not more than 0.50 % / He Gonee
0,50 %;
Impurity C / TTpumecs C not more than 0.50% / He Goiee
0.04% 0,50 %;
Below Limit of Detection (LOD =
Impurity D / [Tpumecs D 0.014 %) / Hike npenena not more than 0.20 % / He Oonee

0,20 %.

Any unspecified impurity / 0.10% Not more than 0.20 % / He 6onee
Enuandnas HeuneHTuQULH- 0,20 %.

pOBaHHas MPUMECh

Total impurities / Cymma 0.34 % Not more than 1.50 % / He 6onee
npuMecen 1,50 %.

Remarks: The Product confirms to ND/
ITpumeuanne: [lpoaykr coorBeTcTBYET Tpeboranusm HJI

Conclusion: APPROVED /
3axmwuenne; OJJOBPEHO

Jara: 10.05.2023

Hara: 10.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant Iporepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykogoauTens

..J‘a/)( ?714 oh— Manoj Kumar " i
Reprint Date / v -[7 Reprint Date / Reprint Date / -

Jara : 10.05.2023
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CEPTUOPUKAT AHAJIM3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: KeTopoa™ (keToponak) pacTBop Ajist BHYTPUBEHHOIO M BHYTPUMBILIEHHOrO BBeAEHUs, 30 Mr/mi

Batch No / 1 V230366 Batch Quantity / : 272727ampules /
Cepus Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001662257 Date of Analysis / : 10.05.2023
|AHanuTHYecKni oTueT No JlaTa anaamu3a
Date of Manufacture / : Apr.2023 Date of Expiry/ : Mar.2026
JlaTa npon3BoacTBa TI'ogen ao
Analysis performed according ND / Ananuz nposegen mo HJL: JII1-001365-170222

Page 3 of 4/ Crp. 3 u3 4

NNOO Test / ITokazaTeab Results / PesynbTaThl Specification / Hopma

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BiekaeMblii 00bemM He menee HomuHanbHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepnanbHble <=0.725 ED/Mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KETOpO1aKa TPOMETAMUHA.

10 Sterility (every 15th batch) /
CTepHILHOCTD (AJIsT KAKI0M
15-0it cepun)

NA

Must be sterile. / JIomkeH ObITh
CTEPUIILHBIM.

11.74 %

11 Assay / KonnyecTBeHHoe 29.58 mg/29.58 mr From 270mg to 33.0mg of
ompeesieHHE CisH13NO3  C4H11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 M C15H13NO3‘C4H11NO3
(keToponaka TPOMETaMHH) B 1 ML
12 Alcohol content / TaHon From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [TpoaykT cooTBercTByeT Tpebosanusam HJI

Conclusion: APPROVED /
3akmoyenue: OJJOBPEHO

Dicpaied by /

ITonrorosneno: Ramakant

Checked by /

Approved by: Manager/Txecoutivo /
Ono6peno: Menenxep / Pykoso
Manoj Kumar
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Reprint Date /
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I[posepeno: Pardeep Kumar
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Reprint Date /
Jlarta: 10.05.2023

Reprint Date /
Jara : 10.05.2023
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CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml -

- I poaykT: Ketopoa" (keToponak) pacTeop s BHYTPUBEHHOTO M BHYTPHMbILIEUHOTO BBEACHHA, 30 Mr/mn
Batch No / : V230366 Batch Quantity / : 272727ampules /
Cepust Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001662257 Date of Analysis / : 10.05.2023
AHajauTHYeCKHH oTueT No Jara anaansa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JlaTa npon3zBoaACTBA I'ogen go
Analysis performed according ND / Ananuz nposenen mo HJ: JIT1-001365-170222
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No

No Test / [Toka3zaTen

Results / PesyabTaTsl

Specification / Hopma

13 Packaging / Ynakogeka

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. /

Mo 1 w™MaA B aMmnylsl u3
CBETO3ALLUTHOrO cTekna
kopuuHesoro kimacca I (USP). B
BepXHEH 4acTH aMITylbl HaHECEHbI
KOJBLO W TOYKa I paszioma. Ha
aMITyly HaKJIEHBAIOT STHKETKY.

Ilo 10 ammyn ¢ HWHCTpyKUHeidl no
NPUMEHEHUIO NOMELIAIOT
B [IBX/anmoMuuueBslii Gnucrep.

Io 1 6nucTepy 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. /

IIo 1 MI B aMmOoyjiel M3
CBETO3AIUTHOTO CTEKJId KODUUHEBOIO
WM TEMHO-KODMYHEBOTO  L[BETa
kmacca I (USP). B BepxHel uacTu
amInyJsil HaHeCEeHbl KOJbLO M TOUKa
1t paznoma. Ha aMITyTy HakJleHMBaroT
3THKETKY.

[To 10 ammyn ¢ HHCTPYKUUEH IO
NPUMEHEHUIO MOMEILAIOT
B [IBX/anioMuHueBsiii O1UCTED.

[To 1 6iucTepy B MauKy KapTOHHYIO;
Uis  cTalldoHapoB: no 2, 3, 5
OUCTEPOB B NaYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctBuu ¢ H/I.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHoM
OT cBETa MecTe IpU TemIepatype He Bollie 25 °C. He 3aMopaxxuBaTh.

16 Shelf-life / Cpok roanocTu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
IMprmeuanue: IIponykT cooTsercTByeT Tpebopanusam HJL

Conclusion: APPROVED /
3axnwuenne: OJJOBPEHO

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

INoaroroeneHo: Ramakant ITpoepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosonugens
jﬁ ol - Manoj Kumar Yoy sl L5

Reprint Date / ! Reprint Date / Reprint Date / L
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