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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoayxT: Ketopon® (keroponak) pacTBop i BHYTPUBEHHOTO ¥ BHYTPHMBIIIEUHOro BBEACHHS, 30 Mr/mit
Batch No / : V210762 Batch Quantity / : 2,09,090 ampules /
Cepns Ne O0nem cepuu 2,09,090 amrryn
Analytical Report No / : 890001537953 Date of Analysis / : 28.07.2021
AHanuTHYEeCKHI oTyeT No JlaTa ananusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JIaTa npoM3BOJICTBA T'ogen no
Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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i? Test / [loxa3aTensb Results / Pe3ynsTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution, / | Clear, colorless to pale yellow
ITpo3payHsblii, GecLBETHBIH pacTBOP. solution. / IIpo3paunslif, GecuBETHBIM
HITH CBETJIO-)KENTHI pacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks
IloanuHHOCTH 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 ynmepkuBaHus | BpeMeHa YHEpKHBaHHSI OCHOBHBIX
OCHOBHBIX MUKOB Ha | IIMKOB Ha XpoMaTorpaMme
XpOMAaTOTrpaMme HCIIBITYEMOr0 | HCOBITYEMOTO  PacTBOpa  IOOJDKHEI
pacTBoOpa COOTBETCTBYIOT BpEMEHaM | COOTBETCTBOBATh BpEeMeHaM
YIEPKUBAHUS OCHOBHBIX MHKOB Ha | YAEPXKHUBAaHUA OCHOBHBIX IIMKOB Ha
XpoMaTorpamMMe pacTBopa | XpOMaTOrpamMe pacTBopa
CTaHIApPTHEIX 06pa3lOB KETOpOJiaka | CTaHAApTHHIX 0OpaslioB KEeTOpoJiaka
TpOMeTaM#Ha M HalpoKCeHa (pa3fenl | TpoMeTaMHHA W HalpokceHa (pasneln
«KonmyecTBeHHOE ONpelieICHHIE) «KonuyecTBeHHOE ONpeLicHeHUE»)

3 Clarity / Ilpo3pauHocTh Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension . / OmanecneHIus
npenapara He JOJDKHA NPEBBIIATh
ONafIeCUCHIIMIO 3TATOHA CPAaBHEHUA L.

4 Color / IIBeTHOCTD 0.043 Abs Not more than 0.20 at 430 nm /

He 6onee 0,20 npu [uiHHE BOJIHEI
430 aM
5 pH 7.29 Between 6.9 and 7.9/6,9 - 7,9

Remarks : The Product confirms to ND/

ITpumeuanue: IlponykT cooTBeTcTBYeT Tpeboanuam HJI

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

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

IMoaroroesieno: Pardeep Kumar | Ipoeepeno: Himesh Kumar | Omo6peno: Menemxkep / Pyxosonurens
4 d(,/;——) Pavan Kumar Sharma _{o,—"> —
I - o

Reprint Date / Print Date / Print Date /

Jara: 28.07.2021 JaTa: 28.07.2021 Jara: 28.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp Ajisi BHYTPHBEHHOIO W BHYTPHUMBILIEYHOTO BBEIEHHS, 30 Mr/min
Batch No/ : V210762 Batch Quantity / : 2,09,090 ampules /
Cepnsa Ne O6bem cepun 2,09,090 ammyn
Analytical Report No / : 890001537953 Date of Analysis / : 28.07.2021
AHaJIMTHYECKHH oT4eT Ne Jarta ananu3sa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jdarta npou3BoacTBa T'onen no
Analysis performed according ND / Anann3 nposexen no HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.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 / MexaHn4yeckue BKJIK4YEHHUSA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
BunuMele yacTurs B coO0TBETCTBYMH C TpeOOBaHUAMH
6B Invisible particles /
HeBuauMele 4aCTHITEI:
i. Particles> 10 pm/ 37 Not more than 6000 per ampoule /
YacTuipl pazMepom > He 6onee 6000 Ha aMmITyIy;
10 Mxm
il. Particles> 25 pm/ 0.1 Not more than 600 per ampoule /
YacTuup! pasMepom > He 6onee 600 Ha ammmyy.
25 MKkM
7 Related substances / PoacTBeHHbIe IpUMecH
Impurity A / Ilpumecs A 0.14% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / [Ipumecs B Not Detected Not more than 0.50 % / He Goxee
0,50 %
Impurity C / ITpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He Gojee
’ 0,50 %
Impurity D / [Tpumecs D Not more than 0.20 % / He 6oinee
BDL (Disregard Area 1963) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gomnee
EnvHmyHas HeugeHTuhUIH- 0.05% 0,20 %
pOBaHHasi IPUMECH
Total impurities / Cymma 0.19% Not more than 1.50 % / He 6onee
npuMecei 1,50 %

Remarks : The Product confirms to ND/
ITpumeyanue: IlpoaykT coorsercTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
Zaxmouenune: OJIOBPEHO

Prepared by /
IMoarororneno: Pardeep Kumar

=l

Checked by /
Iposepeno: Himesh Kumar

N —

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoauTeins

Pavan Kumar Sharma Azv———

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

CEPTUO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToposiak) pacTBOp AJIsi BHYTPHBEHHOTO M BHYTPUMBIIIEYHOr0 BBeeH s, 30 Mr/mit
Batch No / : V210762 Batch Quantity / : 2,09,090 ampules /
Cepust Ne Q0BeM cepun 2,09,090 ammryn
Analytical Report No / : 890001537953 Date of Analysis / : 28.07.2021
AnanuTHYecKHM oTyeT Ne Jarta anajmsa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jara npoun3soacTea T'ogen go
Analysis performed according ND / Ananu3 nposenen mo HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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8 Extractable volume /
HN3BnekaemMblii 06bem

1.1ml/ 1.1 Mn

Not less than Iabel claim (1.0 mL) /
He menee HoMunansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuaibHble <=0.725E3/Mr tromethamine / He 6Gonee 5,8 EQ/Mr
SHIAOTOKCHHBI KETOpONiaka TpOMETaMUHa

10 Sterility / CtepunbsHocTh Complies / Crepuiex Should be sterile / Ctepunen

11 Assay / KonnuecTBeHHOe olpeaesieHne
a) Ketorolac tromethamine / 29.36 mg /29.36 Mr From 27.0mg to 33.0mg of
KeToponaka TpoMeTaMHuH CisH13NO3 C4H11NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
no 33,0 MrI C[5H13N03'C4H11NO3
(xeToponaka TpOMETaMHH) B 1 M1
b) Sodium chloride / Hatpus 4.30 mg/mL / 4.30 mr/mn Between 4.2 mg/mL and 4.5 mg/mL. /
XJIOpHL Ot 4,2 mr/ma o 4,5 Mr/mn
12 Alcohol content / ITanon 11.80 % Between 10.60 % and 12.60 % /

Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/

ITpumeuanue: [IpoxykT cooTBeTCTRYET TpeboBaHuam H/I

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
TToarororneno: Pardeep Kumar

= -

Checked by /
I[TposepeHo: Himesh Kumar

N I

Approved by: Manager/Executive /
OnoGpeno: Menemxep / Pykopoauntens

Pavan Kumar Sharma k_;"]mﬂ;’;—-’
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Reprint Date /
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ERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product : /

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

AHanuTH4eckuii otuyer Ne

Jata ananuza

| IIpoaykr: Keropon® (keToposiak) pacTBop Ajisi BHYTPMBEHHOIO M BHYTPHMBIIIEYHOr0 BBeAeH s, 30 Mr/mn
Batch No / : V210762 Batch Quantity / : 2,09,090 ampules /
Cepust Ne Oo0BeM cepuu 2,09,090 ammyn
Analytical Report No / : 890001537953 Date of Analysis / : 28.07.2021

Date of Manufacture / : Jun-202

Jara npou3BoacTBA

1

T'ogen mo

Date of Expiry /

: May-2024

Analysis performed according ND / Auanus nposeaen no HJI: JI[I-001365-231118 (amend Ne 1 from
14.01.2020 /usm.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 / Ynakogka 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.
Ilo 1 Mn B aMmynbl H3 TEMHOIO
crexna xiaacca I (USP). B Bepxneit | Ilo 1 M B aMmyJiel U3 TEMHOTO CTEKNA
YacTH aMITyJibl HaHeceHsl konblo U | kiacca I (USP). B BepxHeit dactu
TOYKa s pasnoma. Ha ammynmy | ammysbl HaHeceHbl KOABLO M TOYKa
HAKJICUBAIOT STUKETKY. U1 pasznoMa. Ha amnyTy HaxieHBaioT
Ilo 10 aMmyn ¢ MHCTpYKUMEH IO | 3THKETKY.
NpUMEHEHUIO nomemaror | [lo 10 aMmyn ¢ MHCTpYKLHEH IO
B [IBX/amoMuHuEBbIH GucTep. MPUMEHEHHIO TOMEIIAIOT
ITo 1 6nmcTepy B mauky KapTonuyio. | B IIBX/amoMunueBbit OnucTep.
ITo 1 6nucTepy B MauKy KapTOHHYIO;
Uil CTallMoHapoB: Mo 2, 3, 5
OJIUCTEPOB B NaYKy KApTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootserctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amiieHHOM
XpaHenue OT CBETa MECTe NpH Temmeparype He Beie 25 °C. He 3aMopaXuBars.
16 Shelf-life / Cpok rognocru 3 years / 3 rona.

Remarks : The Product confirms to ND/

[Mpumeyanue: IIpoaykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OOBPEHO

Prepared by /
IMoarororneno: Pardeep Kumar
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