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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA

CEPTHUOUKAT AHAJTU3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular Tfh"é“&ﬂgﬁé’fﬂ’ﬁ' HE/ml
Ipoaykr: Keropon” (keToposiak) pacTsop [Uisi BHYTPHBEHHOTO W BHYTPHUMBILIEYHOLO BBEACHHS, 30 MI/ma
Batch No / 1 V220242 Batch Quantity / + 209090 ampules /
Cepua Ne O0bem cepun 209090 amnyn
Analytical Report No / : 890001585612 Date of Analysis / : 12.04.2022
AHanHTHMYECKHI oTueT Ne Jara ananuza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara npoH3BoacTRAa Tonen go

Analysis performed according ND / Ananus nposegen no HJI: JI[1-001365-1 70222

Page1of4/Crp. 1u3 4

i.? Test / IlokasaTeanb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless  solution. / | Clear colorless to pale yellow solution.

ITpo3payHslit 6eCUBETHBIN pacTBOP. / Tpo3payHblii OGeCUBETHBIA WK

CBETJIO-KENThIN pacTBop.

2 Identification /
[HoaHHHOCTDH

of ketorolac

The retention times of the main | The retention times of the main peaks
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

tromethamine and | ketorolac tromethamine and naproxen

naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
yAepXKUBaHUA OCHOBHEIX NMHUKOB HAa | YAEPXKMBaH#s OCHOBHBIX IIMKOB Ha
XpoMaTorpaMme

HCIBITYEMOTO XpoMaTorpamme HCOBITYEMOTO

pacTeopa COOTBETCTBYIOT BpEMCHAM pactBOpa HOJIKHBI COOTBCTCTBOBATHL
YIOEpXHUBAaHU OCHOBHBIX INUKOB Ha BpeMCHaM YACPXKHABaHMA OCHOBHBIX

Xpomarorpamme CTaHAAPTHOTO | IHKOB Ha XpOMaTorpamMme
pacTBOpa KeTopoJiaka TPOMETaMKHA | CTAaHAAPTHOTO PacTBOpa KeTOpoJaka
U HanpoKceHa (pasmen | TpomeTaMMHA M HampokceHa (paszmen
«KONMIeCTBEHHOE OTPENETEHUEN) «KONMYECTBEHHOE OTIPEAECIICHHUE)

3 Clarity / IIpozpayHocTh Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuns
npemnaparta He JOJDKHA NPEBBIINATh
OTAJIECLIEHIIMIO 3TaJIOHa cpaBHEHHH 1.

4 Color / I1BeTHOCTH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npH JUTHHE BOJTHEI
430 uM.
5 pH 7.25 From 6.9 to 7.9./ 01 6,9 no 7,9.

Remarks : The Product confirms to ND/
ITpumeyanue: IIpoaykt coorsercTBYeT TpedosaHusm HJT

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

Checked by /

[Mposepeno: Himesh Kumar

c_;—l'f

I e

Approved by: Manager/Executive /
Onobpeno: Menenzxep / Pykosozurens

Pawan Kumar _ _/{1.* _

Reprint Date /

Jara: 12.04.2022

Reprint Date /
Jara: 12.04.2022

Reprint Date /
JlaTta: 12.04.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHUKAT AHAJIN3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular 1] YEHBRE 30 fh/ml
ITpoaykr: Keropon" (keToposiak) pacTop i BHYTPHBEHHOTO ¥ BHYTPUMBILIEYHOIO BBE/ICHHA, 30 Mr/mi
Batch No / : V220242 Batch Quantity / : 209090 ampules /
Cepusa Ne O6bem cepHH 209090 amnyn
Analytical Report No / : 890001585612 Date of Analysis / : 12.04.2022
AHanuTHYeCKHi oTyeT No Jara ananu3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa mpoH3BOACTBA T'open go
Analysis performed according ND / Ananns nposeaen mo H/L: JIT-001365-170222
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6 Particulate matter / MexaHuuecKkre BKIIO4YeHMs

6A Visible particles /
BuayMble YaCTHULIBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBHH C TPeOOBAHUSIMHU.

6B Invisible particles /
HesuauMble YacTHIIbL:

Impurity B / IIpumecs B

Not detected / He obnapyxeHa

Impurity C / ITpumecs C

Below LOQ (LOQ = 0.033 %) / Hunxe
npeaena KOJIMYECTBEHHOT O ONpPEACNCHUSA
(TIKO = 0.033 %)

Impurity D / TIpumecs D

Below LOD (LOD = 0.014 %) / Hwxe
npegena o6uapyxenns (10 = 0.014 %)

i. Particles> 10 pm/ 32 not more than 6000 per ampoule /
YacTul pasMepoM > He Goniee 6000 Ha ammyIy;
10 MkM

ii. particles>25 pm/ 01 not more than 600 per ampoule /
YaCTHUIl pa3MEPOM > He 6oaee 600 Ha aMnyity.
25 MKM

7 Related substances / PoacTeeHHbIe NPUMECH
Impurity A / TIpumecs A 0.15% not more than 0.20% / He 6onee

0,20 %,

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

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

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

H3BiexaeMblii 00bem

Any unspecified impurity / 0.12 % Not more than 0.20 % / He Gonee
EnvHuyHas HeuACHTUPHIH- 0,20 %.
poBaHHas IPUMECh
Total impurities / Cymma 0.27 % Not more than 1.50 % / He 6oinee
npuMeceit 1,50 %.

8 Extractable volume / 1.1ml/ 1.1 Mn Not less than label claim (1.0 mL) /

He menee HomunansHOro (1,0 M)

Remarks : The Product confirms to ND/
[Tpumeuanue: [Iponykt coorsercTBYeT Tpeboranusm HJL

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

HNara: 12.04.2022

Jara: 12.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pardeep Kumar | Ipoeepeno: Himesh Kumar Ono6peno: Menemkep / PykoBonuresns
Qf 2= 1Y e Pawan Kumar )
_"/ | ~— . S
Reprint Date / Reprint Date / Reprint Date /

Jara: 12.04.2022
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTHOHKAT AHAJIM3A

Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular Y EEAGRTEO S/ ml

IIpoaykr: Ketopon® (keToposiak) pacTBop A7 BHYTPHBEHHOrO M BHYTPUMbILIEYHOr0 BBEICHHS, 30 MI/Mi
Batch No / 1 V220242 Batch Quantity / : 209090 ampules /
Cepus Ne O6Bem cepin 209090 amnyn
Analytical Report No / : 890001585612 Date of Analysis / : 12.04.2022
AHanuTH4ecKHil orueT Ne JlaTra ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JlaTa npon3BoAcTBA T'opeH g0

Analysis performed according ND / Anayus npoeeaen mo HJI: JI[1-001365-170222
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9 Bacterial endotoxins /
bakrepnaanHbie
3HJAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EDB/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/mr
KETOpOJlaka TPOMETAMUHA.

15-oii cepun)

10 Sterility (every 15th batch) /
CTepuwIbHOCTD (JIs1 KaXKA0H

Sterile / Ctepmiex

Must be sterile. / JlomkeH OBITh
CTEPUIEHBIM.

11 Assay / KoanuyecTBeHHOE
ompeneseHue

29.59 mg/29.59 mr

From 27.0mg to 330mg of
Ci5H13NO3 C4H11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0mMr C;sHisNOs-C4H 1NO,
(keToponiaka TpoMeTaMuH) B 1 MIL.

12 Alcohol content / draHosn

11.82%

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

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoxykt cooTsercTByeT Tpedosanusm HJT

Conclusion : APPROVED /
Zakmouenne: OJJOGPEHO

Prepared by /
IToarotoneno: Pardeep Kumar

g -

Checked by /
ITpoeepeno: Himesh Kumar

= :/-j‘l/—._.__..d_ ; _,'_:__1

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykosoauTrens

Pawan Kumar Q;
- e

Reprint Date /
Hara: 12.04.2022

Reprint Date /
Hara: 12.04.2022

Reprint Date /
Jara: 12.04.2022
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUPHUKAT AHAJIM3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular ‘ﬂl\fé%ﬁiﬂﬁs?,ujﬁ' ‘iﬁﬂqﬁ'm]
IIponyKT: Keropon™ (keToposiak) pacTsop juist BHYTPHBEHHOTO U BHYTPHMBILICHHOrO BBCACHNA, 30 mMr/mn
Batch No / 1 V220242 Batch Quantity / : 209090 ampules /
Cepus Ne Oo0beM cepun 209090 ammyn
Analytical Report No / : 890001585612 Date of Analysis / : 12.04.2022
AHAJMTHYCCKHI oTueT N2 Jlara anajausza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara npoH3BOACTEA Togen 10
Analysis performed according ND / Ana/in3 npoBejeH no HJI: JIT1-001365-170222
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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. /

[lo 1 ™M1 B amoylsl M3
CBETO3ALIUTHOTO cTeKIa
kopuanesoro kimacca I (USP). B
BEpXHEM YacTH aMilyJibl HAHECEHBI
KOJNBLO M TO4ka JuIA pasnoma. Ha
aMITyJTy HaKJIECUBAIOT STHKETKY.

IMo 10 aMnyn ¢ HWHCTPYKUMEH IO
MPUMEHEHHIO OMEILAIOT
B [IBX/amomMuHueBHIit 6nucTep.

ITo 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. /

Illo 1 wMi B aMmynsl U3
CBETO3ALIUTHOIO CTEKIIA KOPHYHEBOIO
WIH  TEeMHO-KOpDWYHEBOIO  IIBeTa
kmacca I (USP). B BepxHed 4acTd
aMITyJIbl HAHECEHBI KOJBLIO M TOYKA
1711 pasiioma. Ha aMIyJly HaKJIeHBaroT
STHKETKY.

I[lo 10 ammya ¢ HHCTPYKLIMEH TIO
pHAMEHEHHIO MOMEIIa0T
B [IBX/amoMHHHEBbIH OIIHCTED.

Ilo 1 6mdcTepy B Na4Ky KapTOHHYIO;
oI cranpoHapos: mo 2, 3, 5
6IIUCTEPOB B MaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsercteun ¢ H/L.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aIyLUEeHHOM
OT CBeTa MecTe Npu Temneparype He Bhinle 25 °C. He 3aMOpaXuBaTh.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Tpumeuanne: [IpogyKT COOTBETCTBYET TPeOGOBAHMAM H

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoarorosineno: Pardeep Kumar

S

Checked by /
IMposepeno: Himesh Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Pawan Kumar {’

Reprint Date /
Jara: 12.04.2022

Reprint Date /
Jara: 12.04.2022

Reprint Date /
Jlara: 12.04.2022
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