Qe
Dr.Reddy’s €2¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUPHUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul W 8618683 30 hg/ml

 IIpopykr: Ketopon"™ (keToponak) pacTBop Ayt BHYTPUBEHHOIO W BHYTPUMbILLEYHOTO BBEACHHS, 30 Mr/mui
Batch No / 1 V220573 Batch Quantity / : 272727ampules /
Cepust Ne O06bem cepun 272727 amnyn
Analytical Report No / : 890001610118 Date of Analysis / : 20.08.2022
Ananutuuyecknii oTuer Neo JlaTa anHanauza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

Jara npousBoacTBa I'open xo

Analysis performed according ND / Ananu3 nposenen mo HJI: JII1-001365-170222

Pagel of4/Crp.1n34

1;.? Test / [TokazaTenb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. Clear colorless to pale yellow solution.

/
IIpo3pauHslit i
pacTBop.

CBETHO-)XKECJITHI

/  Tlpo3paunbli OGeCLBETHbIA WK
CBETJIO-KENThI! PACTBOP.

2 Identification /
IoanuHHOCTL

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) / BpemeHa
YyNEepXKUBAHKS OCHOBHBIX NMUKOB Ha
XpoMaTorpamme HCIIBITYEMOTrO
pacTBopa COOTBETCTBYIOT BpEMEHaM
YAEpKHUBAHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpaMmme CTAH/IAPTHOTO
pacTBOpa KETOpOIaKa TPOMETAMUHA
U HanpoKceHa (pazpmen
«KonviecTBeHHOE OnpeesieHUe»)

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
YIEPXKUBAHHS OCHOBHBIX TMUKOB Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBopa [OJMXKHbl COOTBETCTBOBATb
BpeMeHaM YAepXKHUBaHUS OCHOBHBIX
NUKOB Ha XpoMaTorpamme
CTaHAAPTHOTO pacTBOpa KETopoiiaka
TpoMeTaMHHAa W HampokceHa (paszen
«KonnuecTBeHHOE OMNpelieNieHIEY)

3 Clarity / Ilpo3pauHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Omanecuenmus
npenapara He JOJDKHA MPEBbIILaTh
onaJieCUEHLMIO STaI0Ha CpaBHEHUH .

4 Color / I1geTHOCTH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anuiHe BOJHBI
430 Hm.

5 pH 7.32 From6.9t07.9./016,9 n0o 7,9.

|

Remarks : The Product confirms to ND/
ITpumeuanue: IlpogykT cooTBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akawuyenune: OJOBPEHO

Prepared by /
[Moarororneno: Pardeep Kumar

Checked by /
[Tposepeno: Himesh Kumar

c"____‘—\

Approved by: Manager/Executive /
Ono6peno: Menemiep / Pykosoaurens
— . | Manoj Kumar : /

e

Reprint Date /

Jara: 22.08.2022

Reprint Date /
Jlata: 22.08.2022

Reprint Date /
JlaTa : 22.08.2022

Registered Office: 8-2-

237, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: 1.85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALASIS iy gojan, 1.p, 173 205, INDIA
CEPTHOUKAT AHAJIUIA Tel : +91 98166 56001-02

Product :/  Ketorol (Ketorolac) solution for intravenous and intramusculWii€etRsigys30Fg/ml |
Ipoaykr: Keropon"™ (ketoponak) pactBop A1si BHYTPUBEHHOTO W BHYTPMMbILIEHHOrO BBEACHMS, 30 Mr/mil
Batch No / : V220573 Batch Quantity / : 272727ampules /
|Cepus Ne Oo0nem cepun 272727 amnyn
Analytical Report No / : 890001610118 Date of Analysis / : 20.08.2022
Auanurnyeckdii oruer Ne JlaTa ananmusa
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
JlaTa npou3BOACTBA T'open go
Analysis performed according ND / Ananuns nposenen no HJI: JIN-001365-170222
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6 Particulate matter / Mexannueckue BKJKYEHHA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buanmele qacTuUEl B cooTtBeTcTBUM C TpeOOBAHUAMMU.

6B Invisible particles /
HeBHaUMBI€ 4aCTHILIbI:

i. Particles> 10 pm/ 12 not more than 6000 per ampoule /
YacTuw pasMepoM > He 6onee 6000 Ha amnyiy;
10 mxm
il. particles> 25 pum/ 00 not more than 600 per ampoule /
YacTHL] pa3MepoM > He Gonee 600 Ha ammyiy.
25 MKM
7 Related substances / PoacTBeHHbIe MpuMecH
Impurity A / [IpumMecs A 0.16% not more than 0.20% / He O6onee
0,20 %,;
Impurity B / [Ipumecs B Below Limit of Detection (LOD=0.014 %)/ | not more than 0.50 % / He Gonee
Hmxe npeaena obHapykenus (110 = 0.50 %:
0.014 %) ’ ?
Impurity C / lpumecs C not more than 0.50% / He OGonee

Less than LOQ (LOQ = 0.033 %) / Himxke
npeaena KoJH4YeCTBEHHOTO ONpeaeNeHUs
(ITKO = 0.033 %)

0,50 %;

Impurity D / TIpumecs D not more than 0.20% / He Oonee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Huxe npenena obHapyxenus (I1O
=0.014 %)

Any unspecified impurity / Not more than 0.20 % / He Gomee
EnuHuuHas HeuaeHTHOHUUY- 0.05% 0,20 %.
pOBaHHas MPUMECh

Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3Baekaemblii 06bemM He menee HomuHanbHOro (1,0 M)

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

IMpumeuanne: [ponykT cooTeercTBYeT TpeboBanusim HJL 3axmouenne: OJJOBPEHO

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

[Moarorosneno: Pardeep Kumar Tpoeepero: Himesh Kumar | Ono6peno: Menemwkep / Pykosoaurens

f : L}_—/"’—“_) Manoj Kumar @&L
— - A L
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.08.2022 Hara: 22.08.2022 Jara : 22.08.2022

Registered Office: 8-2-237, Rcad No, 2, Banjara Hilis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +81 40 4600 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OIF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUDPUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculWwy;8Eteeays 30 thg/ml
| Hpoaykr: Keropon™ (keToponak) pacTBop j/i BHYTPMBEHHOIO M BHYTPHMbILIEYHOrO BBejieHHs, 30 mr/ma |
Batch No / : V220573 Batch Quantity / : 272727ampules /

Cepus Ne Oo0nem cepun 272727 amnyn
Analytical Report No / : 890001610118 Date of Analysis / : 20.08.2022
Apanurndeckuii oruer Ne JaTa ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

Jara npous3BoacTBa I'ogen no

Analysis performed according ND / Ananu3 nposeaen no HJ/I: JII1-001365-170222
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9 Bacterial endotoxins /
bakTepnanbHble
IHAOTOKCHHDI

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

KE€TOpOJaKa TpOMETaMHHa.

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr

10 Sterility (every 15th batch) /
CrepuiibHOCTD (A5 Kax A0
15-o0ii cepun)

Complies / Crepunex

CTEPUJIbHBIM.

Must be sterile. / JlomkeH ObITb

11 Assay / KonuuecTBeHHOE
onpeneeHue

28.37 mg / 28.37 Mr

From 27.0mg to
CisHi3NOj3 C4H  NO3

33.0 mg

go  33,0wmr
(keToponaka TpoMETaMHH) B 1 MII.

of

(ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
CisHi3NO; C4Hy NO3

12 Alcohol content / dtanon

11.87 %

From 10.60 % to 12.60 %. /
Ot 10,60 % a0 12,60 %.

Remarks : The Product confirms to ND/
Ilpumeuanwue: IIpoaykr cooreercTBYyeT Tpeboanmsam HJI

Conclusion : APPROVED /
3axmouenune: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosneno: Pardeep Kumar [Mpoeepeno: Himesh Kumar | Ono6peno: Menemxep / Pykosoaurens
f_’ 3 ~—~. | Manoj Kumar o, {
oty e (Mg Lt
Reprint Date / Reprint Date / Reprint Date /
ara: 22.08.2022 Hara: 22.08.2022 Hara : 22.08.2022
Registered Office: 8-2-227, Road No 2, BararsHills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fzx +81 40 4500 2899, Email: mail@drreddys.com

CIN: L851954P1984PLCCV4507
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

- - CEPTUOUKAT AHAJM3A - ) 91 98166 56001-02

[Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculwiyjéoigddys 30mg/ml
Npoaykr: Ketopon® (keToposiak) pactsop Anst BHYTPUBEHHOTO U BHYTPUMBILLIEHHOTO BBEACHHs, 30 MIr/mi1
Batch No / : V220573 Batch Quantity / : 272727ampules/ |
Cepna Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001610118 Date of Analysis / : 20.08.2022
Ananurudeckuii oruet No JlaTa anannsa

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

JlaTa npoM3sBoacTBa I'ogen no

Analysis performed according ND / Ananu3 nposenen mo HJI: JIT1-001365-170222
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13 Packaging / Ynakopka

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. /

I[lo 1 w™mn B amnoyisl U3
CBETO3aIUTHOTO cTexna
kopuuneBoro knacca I (USP). B
BEpXHEll 4acTu amnyibl HaHECEHBHI
KONbIIO M TOYKa AN paznoma. Ha
amMnyjy HakJeUBaloT STUKETKY.

Ilo 10 amnyn c MHCTpyKUHMEH 1O
NPUMEHEHUIO NOMEIIA0T
B [IBX/anroMuHMEBbIH HIHCTED.

ITo 1 6ancTepy B mauky 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 w™Mn B aMmMmydsl U3
CBETO3AILMTHOIO CTEK1a KOPHUYHEBOTO
WN1M  TEMHO-KOPDUYHEBOTO  LBETA
knacca I (USP). B BepxHeit yacTu
aMITyJIbl HAHECeHbl KOJbLO MW TOYKa
IUis1 pa3iioma. Ha ammmyny HakjieuBaioT
TUKETKY.

I[To 10 ammyn ¢ WHCTpYKUMEH IO
NPUMEHEHUIO NOMEeLaloT
B [IBX/amoMuHueBsbiii 6nucTep.

Ilo 1 6aucTepy B MauKy KapTOHHYIO;
JUIs  cTalMoHapoB: mno 2, 3, 5
GJIMCTEPOB B HAYKY KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHom
OT CBeTa MecTe Mpu TeMmnepatype He Bolie 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roaHocTn

3 years. / 3 roaa.

Remarks : The Product confirms to ND/
ITpumeuanue: IlpoaykT coorBeTcTBYeT TpebopaHusm HJI

Conclusion : APPROVED /
3axarouenue: OJOBPEHO

Prepared by /
Ioarotoeneno: Pardeep Kumar

Checked by /

[Tposepeyo: Himesh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBonutens
Manoj Kumar

Roeprint Date /

Jara: 22.08.2022

Roprint Dato /
Hara: 22.08.2022

Reprint Date /
Jlata : 22.08.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




