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Vill. Khol, Nalagarh Road, Baddi,
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CEPTHO®UKAT AHAJIM3A

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

IIpoaykr: Keropon” (keToponak) pacTBop /Uid BHYTPUBEHHOTO 1 BHYTPHMBIILEHHOTO BBEIEHHs, 30 Mr/mi
Batch No / : V221086 Batch Quantity / : 272727ampules /
Cepust No _ Obonem cepun 272727 amnyn
Analytical Report No / : 890001638789 Date of Analysis / : 07.01.2023
AuannTuaeckuii oruer Ne Jara a"Haymsa

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JaTta npoH3BOACTBA Tonen po

Analysis performed according ND / Ananius nposeaes mo HJ: JIT1-001365-170222

Page 1 of 4/ Crp. 1 u3 4

pactBop.

1}2 Test / IlokasaTeb Results / Pe3yJ1bTaThl Specification / Hopma
1 Description / Onucauue Clear light yellow solution. / | Clear colorless to pale yellow solution.
[po3pauHbIii ceeTno-xentoiil | / TIpospauHbiit OecUBCTHBIH  MiH

CBETNO-KENThIH pacTBOP.

2 Identification /
TToATMHHOCTH

«KonuuecTBeRHOE ONpeNeNeHUE)

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
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
yIepKUBAHHS OCHOBHBIX MUKOB Ha | YHGPKHMBAHMA OCHOBHBIX IHKOB Ha
XpOMaTorpamme UCTIBITYEMOTO | XpoMaTorpamme UCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM | PacTBOpa LOJDKHEL COOTBETCTEOBATR
YACpKMBAHUA OCHOBHBIX MUKOB HAa | BPEMCHaM YAEPXKHBAHUA OCHOBHBLIX

XpoMaTorpaMme CTAHOapTHOrO | MHKOB Ha XpOMaTOrpamMMe
pacTBOpa KeTopo/iaka TPOMETaMuHa | CTaHJAPTHOTO PacTBOpa KETOponaka
U HAIpOKCEHa (pasgen | TpOMETaMMHAa M HANpOKCeHa (paszen

«KoH4ecTBEHHOE ONpPENENEHHEN)

3 Clarity / I[IpospauHocTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecueruns
npernapara He JIOJKHA PeBhIaTh
OMANECLEHIMIO STalloHa CpaBHEHN I.

4 Color / lIgeTHOCTH 0.04 ot morc thun 0.20 ut 130 om, /
He 6Gonee 0,20 npu JIHHE BOJIHBI
430 HM.

5 pH 7.34 From 6.9 t0 7.9./ 01 6,9 o 7.9.

Remarks: The Product confirms to ND/
[Tpumesanne: [IpoaykT COOTBETCTBYET tpeboanusam HJI

Conclusion: APPROVED /
3akaouenune: OJJOBPEHO

Prepared by /
Tloarotoeneno: Ramakant

duls

Checked by /
Tlpoeepeno: Pardeep Kumar

— -

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / PyxoBoauTenb

Amit Kumar }\‘\_ﬂ \\_7

<

Reprint Date /
Hara:07.01.2023

Reprint Date /
Hara: 07.01.2023

Reprint Date /
Hara : 07.01.2023
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Tei: +91 40 4900 2900, Fax: +S1 40 1900 2599, Einail: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




o
Dr.Reddy’s Q;P
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vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpomyKT: Keropon” (keToposnak) pacTBop /iyl BHYTPHBEHHOTO ¥ BHYTPHMBILIEHHOTO BECAOHHUA, 30 Mr/ma
Batch No / : V221086 Batch Quantity / : 272727ampules /
Cepust Ne Oo0nemM cepHH 272727 amiyd
Analytical Report No / : 890001638789 Date of Analysis / : 07.01.2023
AnanuTudeckuii oryer Ne JlaTa apajnza
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JlaTa npon3BoACTBA T'open o
Analysis performed according ND / Auajiu3 nposejeH no HII: JIN1-001365-170222

Page2 of 4/ Ctp. 2 u3 4

6 Particulate matter / MexaHH4eckue BKJIYCHUSA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuauMble 4acTHLb! B cooTBeTCTBUH € TPEOOBAHHSIMM.
6B Invisible particles /
HeBuaumMbie 4acTHLbL:
i. Particles> 10 pm/ 23 not more than 6000 per ampoule /
YacTul pasmMepoM > ye 6onee 6000 Ha amITyny;
10 MKkM
ii. particles>25 um/ 01 not more than 600 per ampoule /
YaCTUIl pa3MepPOM > He Gonee 600 Ha aMmyy.
25 MKM
7 Related substances / PoacrBeHHble IPUMeECH
Impurity A / Tlpumece A 0.14% not more than 0.20% / He Oonee
0,20 %;
Impurity B / TIpumecs B Not detected / He oSnapyiena not more than 0.50 % / He Oonee
0,50 0/0;
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / Hike not more than 0.50 % / He Oonee
npeacna KOJIMYECTBCHHOTO ONpPENCNCHUA 0 50 0/ ;
(TIKO = 0.033 %) > 0
Impurity D / ITpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / He Oonee
Hmke npencna obnapyxetitsa (110 = 0.014 %) 0,20 %.

Remarks: The Product confirms to ND/
[Tpumeuanne: [IpoayKT COOTBETCTBYET

tpebosanmsm HIL

Conclusion: APPROVED /
axmouenune: OJJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

Qi

Checked by /
[Mposepeno: Pardeep Kumar

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

Amit Kumar P\": N

/

Reprint Date /
Jara:07.01.2023

Reprint Date /
Jlara: 07.01.2023

Reprint Date /
JMara:U/.u1.2023
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AHanuTHUecknil oTueT Ne

CEPTH®UKAT AHAJIH3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Kertopon” (keToposak) pacTBop /uis BHYTPHBEHHOTO W BHYTPHMBILIEUHOTO BBeIeHHs, 30 mr/mu
Batch No / : V221086 Batch Quantity / : 272727ampules /
Cepus Ne O0BeM cepHH 272727 amiyn
Analytical Report No / : 890001638789 Date of Analysis / : 07.01.2023

Jara ananusa

ga'ra IPOH3BOACTBA

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025

Tonen g0

Analysis performed according ND / Ana/us npoBeaesn mo HJI: JI[1-001365-170222

Page3of4/Crp.3u3 4

Any unspecified impurity /

Not more than 0.20 % / He 6Gonee

EnvavuHas HenaeHTUHLK- 0,20 %.
poBaHHad NMpHMECH Less than LOQ (LOQ = 0.050 %) / Huxe
npeacna KOJIMYECTBEHHOI0 ONpeacNeHNA
(TTKO = 0.050 %)
Total impurities / Cymma 0.14% Not more than 1.50 % / He Gonee
npumecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mx Not less than label claim (1.0 mL) /
H3paekaeMblii 00beM He menee HoMunansHoro (1,0 mr)
9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTtepuaabHble <=0.725 EQ/mMr tromethamine. / He Goznee 5,8 ED/mr
3HAOTOKCHHBI KeTopoJiaka TPOMETaMUHA.

10 Sterility (every 15th batch) /

Must be sterile. / JlomkeH OBITh

CTepuaALHOCTD (15 KAX0H COMPLIES CTEPUIIBHBIM.
15-0ii cepun)
11 Assay / KonnuecTBeHHOE 29.43 mg/29.43 mr From 27.0mg to 33.0mg of

onpeneneHue C15H13NO3 CsHi1NOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
no 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TPOMETaMUH) B 1 M.
12 Alcohol content / ITaHon From 10.60 % to 12.60 %./

11.26 % Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

TMpumeuanue: [IpOAYKT COOTBETCTBYET TpeOOBAHHAM HI 3axmovenne: OJJOBPEHO

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

[oaroroeneHo: Ramakant b Tpoeepeno: Pardeep Kumar | OnoGpero: Meneukep / PykoBonutesb
/L/ P ‘Lﬁf Amit Kumar {&M' .\7

Reprint Date / Reprint Date / Reprint Date /

Jarta:07.01.2023 Jara: 07.01.2023 Jara : 07.01.2023

Regiztered Cffice: 5-2-337, Road Mo. 2, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 490
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: KeTopon® (keToposiak) pacTsop Uit BHYTPUBEHHOTO M BHYTPHMBILIEYHOrO BBEACHHUS, 30 Mr/mu
Batch No / : V221086 Batch Quantity / : 272727ampules /
Cepnusa Ne O0Bem cepun 272727 amnyn
Analytical Report No / : 890001638789 Date of Analysis / : 07.01.2023
AHAJIMTHYECKHIH oTueT No JlaTa aHaanza

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
Jara npou3soicTEa Togen 10

Analysis performed according ND / Ananu3 nposenen no HJI: JIT1-001365-170222

Page 4 of 4/ Crp. 413 4

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. /

Ilo 1 w™Mn B ammoylsl U3
CBETO3AILIUTHOTO CTeKIa
kopruHeporo kijacca I (USP). B
BepXHed YacTH aMITyJibl HaHECEHBI
KOJIBLIO W TOuKa ;i pasnoma. Ha
aMITyJly HaKJIEUBAIOT ITUKETKY.

ITo 10 amMnyn ¢ MHCTPYKLUEH IO
TPUMEHEHHUIO NOMELIAIOT
B [IBX/antoMuHUEBBIIH OIHCTED.

[To 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. /

[lo 1 w™Mn B aMmMOyilsl U3
CBETO3alUTHOTO CTEKIIa KOPUYIHEBOIO
Wi TeMHO-KOPHYHEBOrO  LBETa
xnacca I (USP). B BepxHel uacTH
aMIyJbl HaHeceHbl KOJIbLO H TOYKa
Jns pazioMa. Ha aMnyny HaKJIeHBalOT
ITUKETKY.

[MTo 10 amoyn ¢ HHCTpYyKOMEH IO
MPUMEHEHHIO MOMELLAIOT
B [IBX/antoMUHNEBBIN ONUCTED.

ITo 1 GnucTepy B Mauky KapTOHHYIO;
Ins  cTauuoHapoB: mo 2, 3, 5
GIHCTEPOB B [TAYKY KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cooterctuu ¢ HJI.

15 Storage conditions /
Xpauenune

In a place protected from light below 25 °C. Do not freeze. / B 3aimimeHHom
OT CBETa MECTe NpH Temrepatype He Bbie 25 °C. He 3aMopaxuBath.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
TIpumeuanne: TIponyKT COOTBETCTBYET TPEOOBAHHSIM HJ

Conclusion: APPROVED /
3axawuyenne: OJOBPEHO

Prepared by /
[Moaroroeneno: Ramakant *

&UJ@}”

Checked by /
[Tpoeepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTesb
Amit Kumar :

Reprint Date /
Mata:07.01.2023

Reprint Date /
Hara: U/.U1.2023

P

Reprint Date /
Hara : 07.01.2023
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