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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TTpoayKT: Keropon™ (keToponak) pacTsop ans BHYTPHBEHHOIO U BHYTPUMbIEYHOro BBeAeHHs, 30 Mr/mn
BatchNo / : V240421 Batch Quantity / : 272727 ampules /
Cepuin Ne O6vem cepHH 272727 amnyn
Analytical Report No / : 890001745694 Date of Analysis / : 28.06.2024
ARanuTHueckuii oTyeT Ne Jara anajausa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npon3BoacTBA Tonen o0

Analysis performed according ND / Ananus nposexen mo H: JIT1-001365-170222

Pagel of 5/Crp. 1 n3 5

I;:) Test:/ ITokazareas Results / PeayabTaTht Specification / Hopma
1 Description / Onitcanme Clear  colorless  solution. / | Clearcolorless to pale yellow solution.
Tpo3paqnsiit 6¢CLBCTHBINM pacTBOp. ! Tlpospaulivlii GecuBeTHLIH M
CBETJIO-)KENTHIH pacTBOp.

2 Identification / The retention times of the main | The retention times of the main peaks
IopamuinocTs 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) /'BpemeHa | (Assay section) / Bpemena
YIOEPKHBAHWS OCHOBHBIX IMTUKOB Ha | YAEPKHBAHMA OCHOBHBIX NMKOB Ha
XpOMaTorpaMMme HCIIBITYEMOre | XpOMaTorpaMme HCILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa JOJUKHEI COOTBETCTBOBATH
yOepXKHUBAHAS OCHOBHBIX NMHKOB HA | BpEMEHaM YAEpPIKHBAHHUA OCHOBHbBIX
XpOMaTOrpaMMe CTaHAApPTHOIO | NHKOB Ha XpOMaTOrpaMMe
PacTBOpa KETOpOJlaKa TpOMeTaMHHa | CTaHHAPTHOTC pacTBOpa KeTOpONaKa
n HaIpoKceHa (pazmen | TpoMeTaMHHa H HampokceHa (paszien

«KoJM4ecTBEHHOE OlpENISIEHHEY) «KonuuecTBeHHOE ONPEAETEHHEN)

3 Clarity / XIpospayHocTh Complies / CooTBETCTBYET The opalescence of the saniple should
not exceed opalescence of reference
suspension I. / OnanecueHnus
npenapara He A0JDKHA [IPEBBIILATE
OMNANECLEHLIMIO 3TANIOHa CpaBHeHH A 1.

4 Color / IIgeTHOCTEL 0.05 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu anuue BOJABI
430 um.
5 pH 7.36 From 6.9 t0 7.9./ 01 6,9 oo 7,9.
6 Particulate matter / Mexann4yeckue BKITIOYEHHS

Remarks : The Product confirms to ND/

ITpumeuarne: Ilponykt coorsercTRyeT Tpebosanmam HJL

Conclusion : APPROVED /
3axnogenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToeneno: Pardeep Ilpoeepero: Pawan Kumar Onobpeno: Menemkep / Pykosonutens
Kumar of// _ é Manoj Kumar g /
Reprint Date / Reprint Date / Reprint Date /

Hata: 28.06.2024 Jara: 28.06.2024 JaTa: 28.06.2024
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTH3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpoAyKT: Keropon™ (keToponak) pacTBOp A/ BHYTPHBEHHOTO W BHYTPUMBILLIEYHOrO BBCACHNA, 30 MI/Mn
BatchNo/ 1 V240421 Batch Quantity / : 272727 ampules /
Cepstn Ne O6Bem cepuu 272727 amnyn
Analytical Report No / : 890001745694 Date of Analysis / : 28.06.2024
AnaJjaTHyeckui oTuer Ne JIaTa aHaJIH3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jlara npon3BOJICTRA Tonen o
Analysis performed according ND / Auanxus nposeaen mo HJI: JIT1-001365-170222
Page2 of S/Cip.2 n3 5
i:’ Test / Iloxazarens Results / Pe3yabsTaThl Specification / Hopma
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaumsie YacTHIE! B COOTBETCTBUA C TPEOOBAHHUAMMU.
6B Invisible particles /
HeBuaymble 4acTHLbI:
i. Particles> 10 pm/ 07 not more than 6000 per ampoule /
YacTuil pa3zMepom > ue 6onee 6000 Ha aMnyIy;
10 MKM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHIL] Pa3sMEPOM > He 6onee 600 Ha ammyy.
25 mMKM
7 Related substances / Poacreennbie npumecu
Impurity A / ITpumece A 0.15% not more than 0.20% / He Gonee
0,20 %,;
Impurity B / ITpumece B Not detected / He o6aapysxeHa not more than 0.50 % / He Oonee
0,50 %;
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He Goiee
Huxxe mpenena K0NMYECTBEHHOTO 0,50 %;
onpenesnenns (IMKO = 0.033%)
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / me Ooanee
Huxe npegena o6Hapyxenus (1O 0,20 %.
=0.014 %)
Any unspecified impurity / 0.05% Not more than 0.20 % / He Gonee
EnuRuyHas HenpeHTU G LH- 0,20 %.
POBaliHAS OPUMECK
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
| lpumeyanwue: 1lponykT cOOTBETCTBYET TpeboBaHuaM H/| Sakarouennc: UAUbPEHU
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pardeep Ipoeepero: Pawan Kumar Onobpeno: Meremxep / Pykosomternb
Kumar 4/ g Manoj Kumar \ i p
Reprint Date / Reprint Date 7 Reprint Date /
Hara: 28.06.2024 JHara: 28.06.2024 Jara: 28.06.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| ITpoaykr: Ketopon™ (keroponak) pacTBop Ut BHYTPHBEHHOTO H BHYTPHMEILIEYHOIO BBEACHHA, 30 Mr/mn
BatchNo / : V240421 Batch Quantity / 1 272727 ampules /
Cepuia Ne O6pem cepun 272727 amnyn
Analytical Report No / : 890001745694 Date of Analysis / : 28.06.2024
AHAJIHTHYECKHH oTyeT No JlaTa ananusa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

Jara npoH3BOACTBA Tomen 10

Analysis performed according ND / Awanus nposeaen no HJI: JI[1-001365-170222

Page3 of S/Crp.3u3 5§

l;oo Test / IToka3aTeJib Results / Pe3yabTaThi Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50% / He Gonee
npuMecei 1,50 %.

8 Extractable volume / 10ml/1.0mMn Not less than label ¢claim (1.0 mL) /
UisnecacMblit 06beM He Menee HomuuansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbRbie <=0.725 E3/mr tromethamine. / He 6onee 5,8 ED/mr
IHIOTOKCHHBI KeTOpoNaKa TPOMETAMHHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxkeH ObiTh

CrepunbHOCTb (IU1A KaxA0i CTEPHIIBHBIM.
15-oif cepum)
1}00 Test / TlokasaTens Results / PesyabTaThi Specification / Hopma
11 Assay / KonnvectBennoc 29.76 mg / 29.76 mr From 270mg to 330mg of
onpeaeieHHe CisH\3NO3-C4H | 1NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0mur  CisHisNOy C4H(1NO3
(xeToponaka TpoMeTaMKH) B 1 M.

12 Alcoho! content / dTanoa 11.55% From 10.60 % to 12.60 %. /
Ort 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
Mpumeyanue: llponykr cootsercTByeT Tpebosanmam H |

Conclusion : APPROVED /
3axmouenue: UJNUbPEHU

Prepared by /
HoarororneHo: Pardeep

Kumar o(/

Checked by /
Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive /

Ono6peHo: Menemxep / Pykosomyrens
Manoj Kumar -.’ E i) _

Reprint Date /
Hara: 28.06.2024

Reprint Date /
Hara: 28.06.2024

Reprint Date /
Harta: 28.06.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
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| Product : /

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

IIpoAyKT: Keropon® (keropoiak) pacTrop 151 BHYTPHBEHHOIO Ji BHYTPHMLILIEUHOTO BBeNeHUA, 30 Mr/mn
Batch No / : V240421 Batch Quantity / : 272727 ampules /
Cepss Ne O6bem cepumn 272727 amnyn
Analytical Report No / : 890001745694 Date of Analysis / : 28.06.2024
AHaJTHTHYECKMIT 0THeT Ne Jata ananusa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JlaTa npoH3BOACTBA Togen ao

Analysis performed according ND / Ananns nposenen mo HJI: JIT1-001365-170222

Page4of S/Crp.4u3 5

No

Ne Test / [TokasaTens

Results / PeaynbTaThl

Specification / Hopma

13 Packaging / Ynakoeka

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 ™Mo B amvMnynsl w3
CBETO3aLLMTHOTO cTeKna
kopuyHeroro Kiacca 1 (USP). B
BEpXHEH YacTH aMMynbl HaHECEeHbl
KONbLO M To4ka i paziaoma. Ha
aMmIyJJy HakIeHBaloT ITHKETKY.

[To 10 amnyn ¢ HHCTpYKUMEH 0O
IPUMEHEHUIO MOMELIAT
B [IBX/antoMuHueBkl#t 6amcTeED.

Ilo 1 6ucTepy B mayKy 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. /

Ilo 1 wMm B  aMmmoynst H3
CBETO3aLLUTHOTO CTEKIIA KOPHHHEBOTO
MMM TEMHO-KOPDMYHEBOro  LBETa
knacca I (USP). B BepxHeH 4acTi
aMnyJbl HAHECEHBI KOJNLIO M TOYKa
ISt pasnoMa. Ha aMnyny HakjieMBaloT
STUKETKY.

o 10 ammyn ¢ HMHCTPYKIIMEH no
TMPHMEHEHHIO MOMELAIOT
B [IBX/amomuHueBsIil GnHCTED.

ITo 1 6nucTepy B nauKy KapTOHHYIO;
1A CraHoHapoe: mno 2, 3, 5
GIHCTEPOB B NayKy KApTOHHYIO. .

14 Labelling / Mapkupopka

According to ND / B cootBeTcTuH ¢ HII.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3auineHHOM
OT CBETa MecTe [IpH Temrepatype He Bonue 25 °C, e 3aMopaxuBaTh.

16 Shelf.life / Cpow rogunetu

I years /A Tana

Remarks : The Product confirms to ND/
[pumcyanre! [poaykr coorpereTnyct Tpobopanmsam HT

Conclusion : APPROVED /
Zarmorennc OJJOBPEHO

Jata: 28.06.2024

Hara: 28.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrotosneuo: Pardeep [IposepeHo: Pawan Kumar Opobpeno: Menemxep / PykoBoldHTENb
Kumar Cj/ g Manoj Kumar W ol
Reprint Date / Reprint Date / | Reprint Date /

Hara: 28.06.2024
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CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJTM3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml =
Ipoaykr: Keropon® (keToposak) pactsop s BHYTPHEEHHOTO W BHYTPUMBLULIEHHOTO BEC/CHI, 30 mMr/mn
Batch No / : V240421 Batch Quantity / : 272727 ampules /
Cepna Ne Oobem cepun 272727 amnyn
Analytical Report No / : 890001745694 Date of Analysis / : 28.06.2024
Aunanutrudecknii oraer Ne JIaTa anajH3a
Date of Manufacture / s+ 06/2024 Date of Expiry / : 05/2027
Jlara npoH3BOJACTRA Tonen no
Anpalysis performed according ND / Aranns nposeaen no HJL: JIT1-001365-170222

Page50f5/Cip.5u3 5

API name / Haumenosauue ADC:

Ketorolac tromethamine / Ketoponaxa TpoMeTaMuH

INN / MHH:

Ketorolac / KeTopoaak

Homep cepnu cyGicrasuun npoussoautens IJIQ:

API manufacturer batch number /
Homep cepuu npouzsogurtens AQC: GO D
FP Manufacturer API Batch number / FEQA00570

API Manufactured by & country /
Ipouseomureas ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pewmu'c JlaGopatopnc Jita., Auans

Remarks : The Product confirms to ND/

[Tpumeuanne: [Mpoaykr cooTseTcTByeT Tpefioranuam HJT

Conclusion : APPROVED /
Rakamnuenue: OJIOFRPEHO

Prepared by / Checked by /

IToarorosnexo: Pardeep TIporepeno: Pawan Kumar
Kumar j o

Approved by: Manager/Executive /
Qunobpero: Menemkep / Pykosoautesns
Manoj Kumar g

Reprint Date / Reprint Date /
Hara: 28.06.2024 Hara: 28.06.2024

Reprint Date /
Hara: 28.06.2024
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