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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon® (ketoponak) pacTeop A BHYTPUBEHHOFO U BHYTPUMBILIEYHOTO BBEAEHUS, 30 Mr/mi
Batch No / : V210624 Batch Quantity / : 2,09,090 ampules /
Cepus No O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001538296 Date of Analysis / : 30.07.2021
AHanmuTHYecKHH oTueT N JaTa aHanu3a
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa mpou3BojACTBA T'open mo
Analysis performed according ND / Ananu3 mpoenen no HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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ITpo3pauHnslii, 6ecLBETHBIM pacTBOP.

1;.00 Test / IlokasaTennb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanune Clear colorless solution. / | Clear, colorless to pale yellow

solution. / [Tpo3paunslii, 6ecuBeTHbIN
WITY CBETJIO-XKEJIThIH pacTBop.

2 Identification /
IMoanuHHOCTE

chromatogram of
tromethamine and

OCHOBHBIX
XpoMaTtorpamMme

XpoMmarorpamme

«KonuuecTBeHHOE OMpeeNeHre»)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution {(Assay
section) / BpemeHa ynepkuBaHMs
MTHKOB HA

HCITBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIepKUBaHUS OCHOBHBIX IHKOB Ha
pacTteopa
CTaHAAPTHHIX 06pa3loB KeTOpoJaKa
TpOMETaMUHa U HamlpokceHa (pasaen

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
Bpemena ynepXMBaHHMS OCHOBHBIX
MUKOB Ha XpoMaTorpamMme
HCTILITYEMOTO  PacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpeMeHaM
YAEpXKUBAHUS OCHOBHBIX THKOB Ha
XpoMaTorpamme pacTtBopa
CTaHIAPTHBIX 06pa3LOB KeToposaka
TpoMeTaMHMHa W HamnpokceHa (pasnen
«KonuuecTBeHHOE ONIPEIeNiCHUEY)

3 Clarity / IIpo3spauHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He OJDKHA MPeBLIIaTh
ONANIECIIEHIIUIO 3TANIOHA CpaBHEHMs .

4 Color / IIBeTHOCTD 0.041 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu [yidHE BOJIHBI
430 am

5 pH 7.31 Between 6.9 and 7.9 /6,9 - 7.9

Remarks : The Product confirms to ND/
IIpumeuanue: IlponyxT cootBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenune: OJJIOGPEHO

Prepared by /
ITonrororneno: Pardeep Kumar

Checked by /
[Mporepeno: Himesh Kumar

M

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoaurens
Pawan Kumar i‘/

Reprint Date /
Jara: 30.07.2021

Print Date /
Hara: 30.07.2021

Print Date /
Jara: 30.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJINU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Keropon®™ (keToposnak) pacTBOp [/1sl BHYTPUBEHHOTO U BHYTPUMBILIEUHOTO BBEAEHHS, 30 Mr/Mil
Batch No / : V210624 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepnn 2,09,090 amnyn
Analytical Report No / : 890001538296 Date of Analysis / : 30.07.2021
AHaauTHdeckuii oTyet No Jarta anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jdata npoun3BoJcTBa Tomen po

Analysis performed according ND / Anann3 nposenen mo 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 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHn4ecKHe BKIIOYCHNUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
BuIuMBbIe YaCTHUIIBI B cooTBeTcTBHH C TpeboBaHUAMMU
6B Invisible particles /
Hesunumebie 4yacTHLIbL:
i. Particles> 10 pm/ 37 Not more than 6000 per ampoule /
YacTuls! pasmepoM > He 6onee 6000 na ammyny;
10 MkM
ii. Particles>25 pm/ 0.1 Not more than 600 per ampoule /
YacTuup! pasmepom > He 6onee 600 Ha ammymy.
25 MKM
7 Related substances / PoacTBeHHbIE NpUMecH
Impurity A / Tllpumecs A 0.14% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / ITpumecs B Not Detected Not more than 0.50 % / He Goiee
0,50 %
Impurity C / ITpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He Gonee
' 0,50 %
Impurity D / ITpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard Area 1963) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He ©onee
Enunnrinas nenpeRTHuum- BDL (Disregard Limit 0.05%) 0,20 %
pOBaHHas IIpUMeCh
Total impurities / Cymma 0.14% Not more than 1.50 % / He Gomee
npumeceit 1,50 %

Remarks : The Product confirms to ND/
ITpumeyanue: Ilpogykt coorBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IToarororneno: Pardeep Kumar

~f

Checked by /
IIpoeepeno: Himesh Kumar

—y =

=

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykoBoaurens
Pawan Kumar j

——

Reprint Date /
Jara: 30.07.2021

Print Date /
Jara: 30.07.2021

Print Date /
Hara: 30.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Ketopon® (ketoponak) pacTeop i BHyTPUBEHHOTO W BHYTPUMBIINEYHOrO BBeieHUs, 30 Mr/mit
Batch No / : V210624 Batch Quantity / : 2,09,090 ampules /
Cepust Ne Oo6bem cepun 2,09,090 ammnyn
Analytical Report No / : 890001538296 Date of Analysis / : 30.07.2021
AHanuTHYECKHI oTyeT No JlaTa ananusza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npou3BOACTBA T'ogen no
Analysis performed according ND / Ananus npoeeaen mo HJT: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
Useiexkaemblii 06Lem He menee HomunanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnanbHbie <=0.725E3/mr tromethamine / He 6onee 5,8 ED/mr
IHIAOTOKCHHBI KETOpOoJiaka TPOMETAMHHA

10 Sterility / CrepuibHocTh Complies / Ctepuner Should be sterile / Ctepunen

11 Assay / KonimuecTBeHHOe onpeaesieHme
a)y Ketorolac tromethamine / 29.35mg/29.35 Mr From 270mg to 33.0mg of

Keroponaka tpomMeTamun C1sH1sNOs- C4H 1NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
mo 33,0mMr C;sH;sNOs- C4H; INOs
(xeToponaka TpoMeTaMHH) B 1 M

b) Sodium chloride / Hatpus 4.36 mg/mL / 4.36 Mr/mn Between 4.2 mg/mL and 4.5 mg/mL /

XJIOpHL Ot 4,2 mr/mn go 4,5 mr/mn

12 Alcohol content / 3Tanon 11.84 % Between 10.60 % and 12.60 % /

Ot 10,60 % nmo 12,60 %

Remarks : The Product confirms to ND/
ITpumeuanmne: [IponykT cooTBeTCTBYET TpeOoBaHusaM HJT

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
Noarorosneno: Pardeep Kumar

S

Checked by /
IIpoBepeno: Himesh Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTens
Pawan Kumar

Reprint Date /
Hara: 30.07.2021

Print Date /
Hara: 30.07.2021

Print Date /
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoayrr: Keropon" (keroponak) pacTBop st BHyTPUBEHHOrO ¥ BHYTPHUMBILIEYHOTO BBEAEHUS, 30 Mr/mu
Batch No / : V210624 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amoyn
Analytical Report No / : 890001538296 Date of Analysis / : 30.07.2021
AHaJUTHYCCKHUI oT4eT No Jarta anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jara npousBoacTBa Tonen no
Analysis performed according ND / Anamu3 nposexen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka 1 mL in class [ 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. -
Ilo 1 MI B aMmmy’nsl M3 TEMHOrO
crexna xnacca I (USP). B Bepxuet | Ilo 1 Mn B aMmyJisl W3 TEMHOTO CTEKIA
YacTH aMmmyJisl HaHeceHsl konblo M | kmacca I (USP). B Bepxueit wactu
To4Yka Ui pasnoMa. Ha ammysny | ammynsl HaHeceHBl KONBLUO M TOYKa
HaKJICUBAIOT STHKETKY. [uis pasnoma. Ha aMmynny HakiieMBaloT
ITo 10 ammyn ¢ MHCTpYKIMEH MO | 3THKETKY.
NPUMEHEHHUIO nomemaotr | Ilo 10 ammyn ¢ wWHCTpyKUMed 0
B [IBX/amoMuHueBsIit 6aucTep. NIPUMEHEHHUIO MOMEINA0T
ITo 1 6mucTepy B mauky kapToHHyro. | B [IBX/anmroMuHHEBbIH GIHCTED.
o 1 6nmcTepy B Mauky KapTOHHYIO;
Ul cTalMoOHapoB: Mmo 2, 3, 5
6IHMCTEPOB B [TAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootsetcteuu ¢ HJI,

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

XpaHeHue OT CBETa MeCTe IpY TeMnepaType He Bolimle 25 °C. He 3aMopaxuBarts.

16 Shelf-life / Cpox ronnocTn 3 years / 3 rona.

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

IIpumeudanue: IlponykT coorBeTcTBYET Tpebopauuam H]J 3axnwuenne: OJOBPEHO

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