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CERTIFICATE OF ANALYSIS
CEPTHOUMKAT AHAJTH3A

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

I ponykT: Ketopon™ (keToponax) pacTBOp A/isl BHYTPHBEHHOIO ¥ BHYTPHMBILICYHOIO BBE/ICHNS, 30 mr/mn
Batch No / : V220386 Batch Quantity / : 272727ampules /
Cepus Ne OGbeM cepun 272727 amnyn
Analytical Report No / : 890001599476 Date of Analysis / : 27.06.2022
AnpanuTHueckiii orger Ne Jara apanmnsa
Date of Manufacture / : May.2022 Date of Expiry / : Apr.2025
Jara npon3BoJcTBA T'ogen xo

Analysis performed according ND / Ananus nposeaen no HJL: JIT1-001365-170222

Page1of4/Crp.1m34

i.? Test / Tloka3aTesib Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless solution. / | Clear colorless to pale yellow solution.
[Mpo3pauHblit 6ecBETHLIH pacTBOP. / TlpospauHblli OECLBETHBIN MM
CBETIIO-XKENThLI PacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
HoaJnHHOCTH 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
yAEp)KHMBAaHHMS OCHOBHBIX IIMKOB Ha | YHEPKHMBAHMA OCHOBHBIX IIMKOB Ha
XpOMaTorpaMMe HCIIBLITYEMOrO | XpoMmaTorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBopa JO/DKHBI COOTBETCTBOBATH
YIEpXKHBaHHsA OCHOBHBIX IMKOB Ha | BpEMEHaM YJCPXKHUBAHWT OCHOBHBIX
XpoMarorpaMMme CTaHIAPTHOTO | TIMKOB Ha XpoMarorpamme
pacTBOpa KETOpo/iaka TPOMETaMHHA | CTaHZApTHOrO pacTBOpa KEToponaka
u HarpoKCceHa (pasmen | TpoMeTaMHHa M HampoxceHa (paszen
«KoH4YecTREHHOE OTPEIETEHHE) «KonuuecTBEHHOE ONpeNeIeHUE)

3 Clarity / Ilpo3pa4yHocTh Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHus
mpenapara He JoJDKHa IpeBbILIaTh
OlTATECLICHIMIO STATOHA CpaBHEHHA 1.

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

He 6onee 0,20 npH 1IHHE BOJHBI
430 Hm.
5 pH 7.33 From 6.9t07.9./0716,9 no 7,9.

Remarks : The Product confirms to ND/
ITpumeuanye: IIpoayKT COOTBETCTBYET TpebOBAHHAM HIO

Conclusion : APPROVED /
Zaxmouenune: OJIOBPEHO

Prepared by /
INoarorosneno: Pardeep Kumar

=

—_

Checked by / Approved by: Manager/Executive /
[Mporepeno: Himesh Kumar Onobpeno: Menemkep / PykoBonutenb

L2

. Kusum Lata %f

Reprint Date /
Iarta: 27.06.2022

Reprint Date / Reprint Date /
Hara: 27.06.2022 Jara : 27.06.2022
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CEPTH®HUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IpoayxT: Ketopon™ (keToponak) pacTeop [yist BHYTPHBEHHOTO # BHYTPUMBILICYHOIO BBEACHHA, 30 mr/mn
Batch No / : V220386 Batch Quantity / :+ 272727ampules /
Cepus Ne O6beM cepan 272727 amnyi
Analytical Report No / : 890001599476 Date of Analysis / : 27.06.2022
Ananarnyecknii orger Ne Jata anayu3a
Date of Manufacture / : May.2022 Date of Expiry / : Apr.2025
ara NPoH3BOACTBA Tonmen no
Analysis performed according ND / Ananus nposeaen no HIL: JII1-001365-170222
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6 Particulate matter / Mexannyeckue BKJIIOUEHUS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuauMbie 4acTHLBI B cOOTBETCTBHH C TPEOOBAHUSIMH.
6B Invisible particles /
HeBuauMblc YaCTHULIBL:
i. Particles> 10 pm/ 45 not more than 6000 per ampoule /
YacTul, pasMepoM > He 6onee 6000 Ha aMmITyTTy;
10 MxM
ii. particles>25 pm/ 01 not more than 600 per ampoule /
9aCcTHUL pa3MEPOM = He Gonee 600 Ha amMnyITy.
25 MKkM
7 Related substances / PogcTBeHHbIe puMecH
Impurity A / IIpamecs A 0.15% not more than 0.20% / He Gonee
0,20 %;
Impurity B / [Tpumecs B Not detected / He o6rapyxena not more than 0.50 % / He Oonee
Less than LOQ (LOQ = 0.033 %) / Hmxe 0,50 %;
Impurity C / IIprmecs C “BeAE Ko?;;fgr :e; 1;8;0.,/:) )n peACIcniA not more than 0.50 % / He 6onee
0,50 %;
' Below limit of detection (LOD = 0.014 %)/ =
Impurity D / Ilpuamecy D Hibke Npeena KOMUHECTBEHHOTO not more than 0.20 % / He Ooiee
onpenenenns (TIKO = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnpHWYHAST HEHASHTUDUIN- 0.07% 0,20 %.
poBaHHasA PUMECh

Remarks : The Product confirms to ND/
I[Tpumeuanue: IIpoayKT COOTBETCTBYET tpebosammsm HJL

Conclusion : APPROVED /
3arnouenne: OJJOBPEHO

Jlata: 27.06.2022

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

Tlomrororneno: Pardeep Kumar | [Npoeepenq: Himesh Kumar Onobpeno: Menepkep / PykoBoauresb
? QL,__@ Kusum Lata S&Q}

Reprint Date / Reprint Date / Reprint Date /

Hara: 27.06.2022

Jara : 27.06.2022
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : /

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

| Ipomyxt: Ketopon™ (keroponak) pacteop A BHYTPUBEHHOTO ¥ BHYTPHMBILLIEUHOrO BECICHI, 30 mr/mi
Batch No / : V220386 Batch Quantity /- : 272727ampules /
Cepus Ne O6neM cepuH 272727 amnyn
Analytical Report No / : 890001599476 Date of Analysis / : 27.06.2022
AnanuTHyeckuii oTyer Ne JlaTa aHaJaH3a
Date of Manufacture / : May.2022 Date of Expiry / : Apr.2025

aTa NPoOH3BOACTBA Toxen o

Analysis performed according ND / Ananus nposegen mo HJL: JIM-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
mpuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BiexaemMblii 00beM He Mmenee HomuuansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BaxTepnajbHbIE <=0.725 ED/mr tromethamine. / He 6onee 5,8 ES/mr
IHAOTOKCHHDBI KETOPOJIAKa TPOMETAMKHA.

10 Sterility (every 15th batch) / Not applicable Must be sterile. / JomkeH OwiTh
CTepuibHOCTD (ANA KaXIO# CTEPUWIBHBIM.
15-0it cepun)
11 Assay / KonnuecTBeHHoe 29.44mg / 29.44mr From 27.0mg to 33.0mg of
onpeneneHne C15H13NOs- C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
mo 33,0wmr C15H13NO3'C4H11NO3
(xeTopoaka TPOMETaMHH) B 1 MIL.
12 Alcohol content / ITaHon 11.44 % From 10.60 % to 12.60 %. /
Or 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
Ipumeyanne: IIponykT cooTeTcTByeT TpebOBaHHIM H/L

Conclusion : APPROVED /
3axmovenne: OJJTOBPEHO

Prepared by /

IMoarorosneno: Pardeep Kumar

-

Checked by /
[Tporepeno: Himesh Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTens
Kusum Lata

Reprint Date /
Hara: 27.06.2022

Reprint Date /
Iara: 27.06.2022

Reprint Date /
Jara : 27.06.2022
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CERTIFICATE OF ANALYSIS

Anagnradecknii oruer Ne

CEPTHO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml
| Hpoaykr: Keropon" (keToponak) pacTBop A/ BHYTPHBEHHOIO W BHYTPHMBILICUHOIO BEEACHHS, 30 mr/mn
Batch No / : V220386 Batch Quantity / : 272727ampules /
Cepna Ne ' O06neM cepum 272727 amnyn
Analytical Report No / : 890001599476 Date of Analysis / : 27.06.2022

JlaTa anannsa

Jata npon3BoacTBA

Date of Manufacture/ =~ : May.2022 Date of Expiry / : Apr.2025

Topen go

Analysis performed according ND / Anann3s nposesien mo H/L: JIT1-001365-170222
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13 Packaging / Ynakoska

1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to

ampoule. 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
[lo 1 ™M1 B awmnmynsl w3 | inacarton pack. /

CBETO3aLNUTHOLO crekna | [To 1 ™MI B  aMOyldsl M3

kopwaneBoro kmacca I (USP). B | cBETO3allUTHOrO CTEK/1a KOPHIHEBOTO
BEpXHEN YacTH amilylbl HaHECEHHl | MIM  TEMHO-KOPUYHEBOro  LBeTa
KOJNbLO ¥ Touyka MIA pasitoma. Ha | wracca I (USP). B Bepxued 4acTa

aMITyJTy HaKJICUBAIOT STHKETKY. aMIylpl HaHECEHB! KOJNBIO M TOYKa
[lo 10 ammyn ¢ MHCTpykuue#l mo | s pasnoma. Ha aMIlylry HaKI€UBaiOT
NPUMEHEHHIO [OMEINAKOT | ITHKETKY.

B IIBX/antoMuHueBblN 6nucTep. IMo 10 ammyn ¢ HHCTpYKLHEH MO
Mo 1 6nuctepy B NauKy KapTOHHYI0. | UPUMCHEHMIO MOMEINAIOT

B TIBX/anoMuHHERHIH OIHCTED.

Ilo 1 6nucTepy B NaYKy KapTOHHYIO;
o1 cTaloHapoB: mo. 2, 3, 5
GIHCTEPOB B NAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTBMM ¢ HJI.

15 Storage conditions /
Xpanenne

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBeTa MecTe Npy Temneparype He Boimie 25 °C. He 3aMOpaxuBaTh.

16 Shelf-life / Cpox rognocTn

3 years. / 3 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanne: Iponykt cooTBeTcTBYET TpebosanusaM H 3akmiouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

ITonrororneHo: Pardeep Kumar

[Mpoeepeno; Himesh Kumar Ono6Gpeno: Meremiep / PykoBoauTenb

C:DA_’,,__\Q\ Kusum Lata w >~

Reprint Date /
Hara: 27.06.2022

Reprint Date / Reprint Date /
Hara: 27.06.2022 Hara : 27.06.2022
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