Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoayxr: Keropon™ (keroponak) pacTBop Ui BHYTPHBEHHOTO W BHYTPHUMBILIEYHOrO BBeAeHHUs, 30 Mr/mu
Batch No / : V210775 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oonem cepun 2,09,090 amnyn
Analytical Report No / : 890001537909 Date of Analysis / : 28.07.2021
AHanuTHUYecKHu# oTyeT Ne Jlara ananusa
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024
JlaTa npou3BoACTBA T'ogen mo

Analysis performed according ND / Ananu3s nposegen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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No

No Test / [Toka3zaTennb Results / Pe3yabTaTh! Specification / Hopma
1 Description / Onucauue Clear colorless solution. / | Clear, colorless to pale yellow
ITpo3pauHsIil, HeclBETHBIN PacTBOP. solution. / [Tpo3payHslii, 6ecUBETHBIMH

WK CBETJIO-XKEJThIH pacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks
IoannHHOCTH 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 ketorolac | chromatogram of ketorolac
tromethamine and naproxen | tromethamine and naproxen reference

reference standards solution (Assay | standards solution (Assay section) /
section) / BpemeHa yrnepxuBaHus | BpeMeHa ymepKUBaHUsT OCHOBHBIX

OCHOBHBIX NIKOB Ha | NuKoB Ha XpoMaTorpamMMe
XpoMaTorpamme HCIILITYEMOTO | MCIIBITYEMOrO  pacTBOpa  JOJDKHEI
pacTBOpa COOTBETCTRYIOT BPEMEHAM | COOTBETCTBOBATH BpeMeHaM
YIEPKUBaHMA OCHOBHBIX IHKOB Ha | YAEPXXUBaHUSA OCHOBHBEIX TIMKOB Ha
XpoMarorpamme pacTBOpa | Xpomarorpamme pacTBopa

CTaHAapTHBIX 06Pa3lOB KETOpOiaka | CTAaHAAPTHHIX OOpasLOB KeTopoJaka
TPOMETAMIMHA H HALIDOKCEHa (pa3fien | TpoMeTaMMHA M HamlpoKceHa (paszen
«KOoJIMYECTBEHHOE ONpPENENCHHUE) «Komn4ecTBeHHOE OMPEACICHHE)

3 Clarity / I[Ipo3pauHocTb

Complies / CooTReTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnarecueHums
npenapara He A0JDKHA NPEBBIIIATh
ONAJIECLIEHIIMIO 3TAJIOHA CpaBHEeHUA 1.

4 Color / LIBeTHOCTH 0.036 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu JUTHHE BOJTHbI
430 uM

5 pH 7.30 Between 6.9 and 7.9 /6,9 - 7,9

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanue: Ilpoaykr cootsercTBYeT Tpeboranusm HJI 3akawuyenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Pardeep Kumar | ITpoeepeno: Himesh Kumar | Omo6peno: Menemxep [ PyxoBonurens

C:L‘—-— l’:_“ac}——’—{:’ Amit Kumar /\‘ /),-

Reprint Date / Print Date / Print Date /
Jara: 28.07.2021 Jara: 28.07.2021 Jara: 28.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon" (keroposiak) pacTBOp /it BHYTPUBEHHOIO M BHYTPUMBIIUEYHOTO BBEAEHUs, 30 MIr/mit
Batch No / : V210775 Batch Quantity / : 2,09,090 ampules /
|Cepus Ne Oo6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001537909 Date of Analysis / : 28.07.2021
AHanuTn4eckuii oruer Ne Jara anainza

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024

JaTa npou3BoacTBA T'ogen oo

Analysis performed according ND / Ananuz npoeenen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexanuieckne BKJIOYEHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
BuauMeie 4acTULIBI B cooTBeTCTBUH € TpeOORAHUAMHU
6B Invisible particles /
HepunumMple yacTHIBI:
i. Particles > 10 pm/ 10 Not more than 6000 per ampoule /
YacTuus! pasMepom > He 6onee 6000 na ammyny;
10 Mxm
ii. Particles > 25 pm/ 1 Not more than 600 per ampoule /
YacTHLb! pasMepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoncTBeHHbIe IpuMecH
Impurity A / TIpuMecs A 0.15% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / Ilpumecs B Not Detected Not more than 0.50 % / He 6Goiee
0,50 %
Impurity C / ITpumecs C Less than LOO (0.033% Not more than 0.50 % / He Gonee
ess than LOQ (0. 0) 0.50 %
Impurity D / Tlpumecs D Not more than 0.20 % / He 6onee
Less than LOQ (0.047%) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6Gonee
EnuHuyHas HeupeHTHGUIM- 0.06% 0,20 %
pOBaHHas MPUMECH
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npuMecei 1,50 %

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuam HIT

Conclusion : APPROVED /
3axmodyenune: OJOBPEHO

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

[loarorosneno: Pardeep Kumar | IMposepenq: Himesh Kumar . | Ono6peno: Menemkep APykoBoauTesb
(—_:z%‘ C;l——"—_g Amit Kumar P/'/

Reprint Date / Print Date / Print Date /
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Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: KeTopon" (xeroponak) pacTBOp AJiss BHYTPMBEHHOIO U BHYTPUMBILUEYHOrO BBeieHus, 30 Mr/mi
Batch No / : V210775 Batch Quantity / : 2,09,090 ampules /
Cepun Ne O61em cepuu 2,09,090 amnyn
Analytical Report No / : 890001537909 Date of Analysis / : 28.07.2021
AHaJIATHYECKHI oTyeT No Jlata anasusa
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024
JlaTa mpoH3BoACTBA Togen go
Analysis performed according ND / Anannz nposeaen nmo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /v3m.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
Useaexaemblii 00beM He mMenee HomunansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbie <=0.725E3/mr tromethamine / He Gonee 5,8 EQ/mr
IHAOTOKCHHBI KeTOpOoJiaKa TpOMETaMHUHA

10 Sterility / CrepunbHocTs Complies / Crepunen Should be sterile / Crepunen
11 Assay / KonudecTBeHHOe onpeaesieHue
a) Ketorolac tromethamine / 29.21 mg/29.21 mr From 270mg to 33.0mg of
Keropoxaka TpoMeTaMuH Ci5H13NO3 C4H;1NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
pile] 33,0 MI C15H13NO3'C4H11NO3
(xeToporaka TpoMeTaMuH) B 1 MIT
b) Sodium chloride / Hatpus 4.31 mg/mL / 4.31 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpUL Ot 4,2 mr/mn o 4,5 mMr/min
12 Alcohol content / dranon 11.78 % Between 10.60 % and 12.60 % /
Ot 10,60 % o 12,60 %

Remarks : The Product confirms to ND/
ITpumeuanue: IlponykT cooTBeTcTBYeT TpeboBanusm HJ

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
Iloaroroeneno: Pardeep Kumar
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Checked by /
l'[poaepcﬂ\o: Himesh Kumar

—
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Approved by: Manager/Executive /
Ono6peno: Menemkep/ Pykosoaurens

Amit Kumar /)/r/ =

Reprint Date /
Jara: 28.07.2021

Print Date /
Jara: 28.07.2021

Print Date /
Jara: 28.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon" (keToposiak) pacTBOp /Ul BHYTPMBEHHOTO M BHYTPUMBIILIEYHOTO BBEAeHHS, 30 Mr/mi
Batch No / : V210775 Batch Quantity / : 2,09,090 ampules /
Cepus No Oobem cepun 2,09,090 amrryn
Analytical Report No / : 890001537909 Date of Analysis / : 28.07.2021
AHanuTHYECKHH oTUeT Ne Jara anaau3a
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024
Jara npon3BogcTea Toxex g0
Analysis performed according ND / Anann3z npoeegen mo HJ/I; JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uam.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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ITpumeuanue: IIpogykT cooTBeTcTBYET TpeboBanusam HJ{

13 Packaging / YnakoBka 1 mL in class I amber glass ampoules 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is
attached to ampoule. attached to ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. For in-patient facilities: 2, 3, 5 blisters
m in a carton pack.
Mo 1 Mn B ammynsl W3 TEMHOTO
crera knacca I (USP). B Bepxueit | Ilo 1 M B ammyliel M3 TEMHOTO CTEKIa
YacTH aMIyJibl HaHeceHbl konblio U | knacca I (USP). B BepxHeit wactu
To4ka i pasioma. Ha ammynmy | ammynbl HaHeceHBl KOJBLO Y TOYKa
HaKJIEMBAIOT 3THKETKY. Iuis pasnoma. Ha aMmmyny HakneuBaioT
Ilo 10 ammyn ¢ HHCTpYKUMEH NO | S3THKETKY.
[IPHUMEHEHHUIO noMemaror | ITo 10 ammyn c MHCTpykuue#d no
B [IBX/amromunueBs1ii 6nuctep. MIPUMEHEHHIO IIOMEILAI0T
I[To 1 6nucTepy B nauky kapToHHy. | B I[IBX/amoMuHueBbIH OnucTep.
ITo 1 6nucTepy B Nauyky KapTOHHYIO;
IUid  cTauWoHapoB: mo 2, 3, 5
671CTEPOB B NAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootsetcTBuu ¢ H/I.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aiumedHOM

XpaHeHue OT CBeTa MecTe MpH TeMmepartype He Beilie 25 °C. He 3aMopaxuBath.

16 Shelf-life / Cpok roguocTn 3 years / 3 rona.

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

3akarouenue: ONOBPEHO

Harta: 28.07.2021

Jlata: 28.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
Honrororneno: Pardeep Kumar | [Ipoeepeno: Himesh Kumar | Omo6peno: MeHe,u}Kep X)PVKOBOHHTCHB
<3£ < .| Amit Kumar
— \ /lr il
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