Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIIZA

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

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

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

ITponykr: Keropon' (KeTOPOIAK) PACTROP 1S BHYTPUBEHHOIO ¥ BHYTPHUMBIUCHHOTO ppedenns, 30 mMr/mn
Batch No / : V230171 Batch Quantity / : 272727ampules /
Cepnsa Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001649579 Date of Analysis / : 07.03.2023
AnanuTndecknii oryet Ne Jlara aHaJyin3a

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

Jlata npou3BoJCcTBa I"oxen 1o

Analysis performed according ND / Anasiu3 nposejies 1no HJI: JI[1-001365-170222

Page1of4/Crp. 134

No . .
No Test / [lokazaTensb Results / PesynabTaTthbl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clearcolorless to pale yellow solution.
[Tpo3pauHbiii cBeTno-kenthiit | /  Tlpo3paunblii  GecLBETHBIN 1M
pacTBOp. CBETIO-XKENTbI PACTBOP.

2 Identification /
IMoaAHHHOCTH

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
yIepKUBaHUsI OCHOBHbIX IMKOB Ha
XpOMaTOrpamMmmMe HCTILITYEMOFO
pacTBOpa COOTBETCTBYIOT BPEMEHaM
yAepKHBAHHS OCHOBHBIX NHKOB HA
XpoMaTorpamme CTaHAAPTHOTO
pacTBopa KeTopojiaka TpOMeTaMHHa
u HanpoKCeHa (pa3gzen
«KonH4ecTBEHHOE ONpeIe]IEHHEN)

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
yIep)KUBaHUsi OCHOBHBIX IHKOB Ha
XpomaTorpamMme MCIBLITYEMOTO
pacTBOpa JOJDKHbI COOTBETCTBOBAThH
BpEMEHAM YIEpKMBaHHA OCHOBHbIX
IHKOB Ha XpoMaTorpamme
CTaHAApPTHOTO PacTBOpa KeTopojaka
TPOMETaMHHa ¥ HampokceHa (paszen
«KonuuecTBEHHOE OTPENEIIEHNE)

3 Clarity / Ilpo3pa4HoCcTh

Complies / COOTBETCTBYCT

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npenapaTa He J0JDKHA NpeBblllaTh
ONATeCLIEHIMIO 3TANIoHa CpaBHeHH A 1.

4 Color / IlIBeTHOCTBH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy JUIHHE BOJIHbI
430 umM.

5 pH 7.44 From 6.9 to 7.9./ 0Ot 6,9 mo 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Ipumeuanye: [IPOIYKT COOTBETCTBYET TPEOOBAHNAM HIT 3axkmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankit A [Tposepeno: Naresh Kumar Ono6peno: Menemxkep / PykoBoauTeb

I v Kusum Lata e -
- —
Reprint Date / Reprint Date / Reprint Date /
JMarta: 07.03.2023 Jara: 07.03.2023 Tlara : 07.03.2023
Regictared Office: 8-2-2237, Roard e 2, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +51 40 49006 2900, Fa

CIM: L35185AP1S84PLCO04507
www direddys.com

-Gj 40 4900 2999, Email: mail@drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJN3A

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

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

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

Hpoayrr: Ketopon” (KeTopoaak) pacTBop Ais BHYTPHBEHHOTO W BHYTPHMBIILCHHOTO geeacHus, 30 mMr/ma
Batch No / : V230171 Batch Quantity / : 272727ampules /
Cepus Ne Oo0beM cepum 272727 amnya
Analytical Report No / : 890001649579 Date of Analysis / : 07.03.2023
AnannTuueckuil oTyeT Ne Jara anaymsa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

JlaTa npoM3BO/ICTBA T'ogen n0

Analysis performed according ND / Ananuns nposeies no HJI: J1I1-001365-170222

Page 2 of 4/ Ctp. 2 n3 4

6 Particulate matter / MexaHn4deckue BK/JIIOHYEHHA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buanmble 4aCTHLb! B COOTBETCTBUH ¢ TPEOOBAHIAMM.
6B Invisible particles /
HeBiaumble YacTHLbL:
i. Particles> 10 pm/ 60 not more than 6000 per ampoule /
YacTnl pa3mepom = He Gonee 6000 Ha amMnyJty;
10 MKM
ii. particles>25 pm/ 01 not more than 600 per ampoule /
YaCTHL, Pa3sMEPOM = ne Honee 600 Ha ammyny.
25 MKM
7 Related substances / PoacrBeHHble IpUMECH
Impurity A / [Tpumecs A 0.15% not more than 0.20% / He Oonee
0.20 %,;
Impurity B / ITpumecs B Not detected / He o6Hapyketa not more than 0.50 % / He Gonee
0,50 %;
Impurity C / IIpamecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Oonee
Hwxe mpenena konuuectsennoro | 0,50 %;
onpenenedus (ITKO = 0.033 %)
3 0,
Impurity D / TIpumecs D Below Limit of Detection (LOD = I(;Ogto 101/10re than 0.20 % / He Ooiee
0.014 %) / Hixe npeaena e
o6Hapyxenus (10 = 0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He Gonee
EnuHnuHas HeuJeHTU(HIKU- 0,20 %.
poBaHHas IPUMECH

Remarks: The Product confirms to ND/
[MpuMeuanie: TIPOAYKT COOTBETCTBYET TPEOOBAHUAM HIT

Conclusion: APPROVED /
3axmouenune: QIOBPEHO

Jara: 07.03.2023

Jlata: 07.03.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Ankit I[Tpoeepeno: Naresh Kumar Ono6peno: Menemkep / Pykosoaurenb
/< pe N Kusum Lata b et
i il
Reprint Date / Reprint Date / Reprint Date /

Jara : 07.03.2023

Reristered Office: 8-2-237, Read No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLCO04507
www . drreddys.com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

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

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

CEPTHUDPUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon" (keToponiak) pacTBop Juisi BHYTPHBEHHOTO M BHYTPHMbILIEYHOFO BBeACHHS, 30 MI/mu
Batch No / 1 V230171 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001649579 Date of Analysis / : 07.03.2023
AHanuTHYecKui oTyeT No JlaTa aHaau3a
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jlara npoM3BOACTBA I'open o
Analysis performed according ND / Anann3s nposeaen no HJI: JIT1-001365-170222

Page 3 of 4/ Crp.3u3 4

HsBiaekaeMblit 00beM

Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 ma Not less than label claim (1.0 mL) /

He menee HomuHansHoro (1,0 mir)

9 Bacterial endotoxins /
bakrepuanbHble
3HAOTOKCHHDI

<=0.725 EU/mg /
<=0.725 ED/mr

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

10 Sterility (every 15th batch) /
CTepuabHOCTD (4151 KaXA0H
15-oit cepun)

NA

Must be sterile. / JomkeH ObITb
CTEPWIbHBIM.

11.40 %

11 Assay / KonuuecTrBenHoe 29.92 mg/29.92 mr From 27.0mg to 33.0mg of
onpeneneHne Ci5H13NO3  C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
ao 33,0 Mr C15H|3NO3'C4H11NO3
(xeToponaka TpOMETaMKH) B 1 M.
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

ITpumeuanue: [Ipogykt cooTBeTCTBYET Tpebosanuam HJL

Conclusion: APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankit ITposepeno: Naresh Kumar Onobpeno: Menemxep / Pykopoauresb
A i U Kusum Lata |
—
Reprint Date / Reprint Date / Reprint Date /
Hata: 07.03.2023 Hata: 07.03.2023 Jata : 07.03.2023

Begistered Office: 8-2-327, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +21 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CiN: L85195AP1584PLC004507
www.drreddys.com



Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A www.drreddys.com

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

IpoaykT: Keropon" (keToponak) pacTBOp /15 BHYTPHBEHHOTO H BHYTPHUMbILIEYHOTO BBeACHHS. 30 Mr/mA
Batch No / 1 V230171 Batch Quantity / : 272727ampules /
Cepus Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001649579 Date of Analysis / : 07.03.2023
AHanuTn4eckHii oruyer Ne JlaTa aHau3a

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jara npou3BoACTBA TI'oxen g0

Analysis performed according ND / Anann3 nposenen mo HJI: JII1-001365-170222

Page40f4/Crp. 4134

13 Packaging / Ynakoska

I 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 wMa B amnoynsl M3
CBETO3aLUTHOTO cTekna
KopuuHeBoro kinacca I (USP). B
BEpXHel uacTH aMmyJsibl HaHeceHbl
KONBIO W ToYyka Juisi pasnoma. Ha
amnyJsly HaKJeuBatOT STHKETKY.

[To 10 ammyn ¢ MHCTpYKLUMEH noO
NIPUMEHECHUIO MOMELIAT
B [1BX/anmroMuHHeBbIN 6UCTEp.

[To 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 wmMn B amoynasl U3
CBETO3aIIUTHOrO CTEKJIa KOpPUYHEBOTO
HAM  TEMHO-KOPUYHEBOTO  LIBETa
knacca [ (USP). B BepxHell yactu
aMIyJibl HaHeCEeHbl KOJBUO U TOYKa
ns paznoma. Ha amnyny HakieuBaroT
ITUKETKY.

[To 10 amnyn ¢ MHCTPYKLUEH 110
IPUMEHEHHIO NOMELIaloT
B [IBX/anoMuHKeBbIi OnucTep.

[To 1 OnucTepy B MauKy KapTOHHYIO;
ong  craumonapos: mno 2, 3, 5
OJHCTEPOB B NNaUKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTrn ¢ H/I.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3aiinLgHHOM
OT CBETa MecTe Ipu Temreparype He Bblle 25 °C. He 3aMopaXuBaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
I1pumeuanue: [Ipoaykt cooTBeTcTBYeET TpeboBanuam HJ/L

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Jara: 07.03.2023

Jata: 07.03.2023

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

Ilonroroeneno: Ankit Iposepeno: Nargsh Kumar Onobpeno: Menemxkep / PykoBoourens
N~ @/ Kusum Lata =

Reprint Date / Reprint Date / Reprint Date /

Jlata : 07.03.2023

Tel: 421 40 49

ored Office: 8-2-237, Road Ne. 3, Banjara Hills, Hyderabad - 500024, Telangana, india

20
00 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
ww/vy.drreddys.com




