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CEPTU®IKAT AKOCTI
CERTIFICATE OF QUALITY
Haisa BPoOAYKTY: TITAPOH®, cycrensia opaneHa, 120 Mr/5 Mn
Name of product: PIARON®, oral suspension, 120 mg/S ml
Cuna gii: Tlapaneramon — 120,0 Mr/5 M
Strength: ‘ Paracetamol — 120.0 mg/5'ml
| Cepist Xe / Batch No.: SPB4002 ' Posmip ynaxoskn / Package size: 100 m/ml
Peectp. N/ ARNo.: FP/0343/24 “Tun ynaxkosKu / Pack type: ®raxor Nel / Bottle No.1
Poamip cepii / Batch size: 1000 niTpiB/liférs Jlara surorosienns [ Mig. date:  05.2024
Kin-Ts ynaxosox / No. of packs: 10 000 Tepwin npipaToeti / Exp. date: 04,2027
Kpaiua / Market: UKR
Peecrpaniiine rocsiguenns Ne: , TepMil Aif REoBMeKeHHH
Registration Certificate No.; UA/9270/02/0} unlimited validity
| Nen/n Hasea ananizy Crenndikauis Pe3yanTaTH aHanisy
Sr. No. Test name Specification Test result
Onmuc B’azka CyCHeHsis poxeBOTo KoibOpY 3 sanaxom | Bixmosinae
1 TOTYHHII.
Description Pink, viscous suspension with strawberry flavour. Complies
1 InenTudixanis :
TTapaneTaMolr. Yacy yrpusyBanpa HiKiB NapaneTaMoly, warpito | Binrosinae
Harpiro Me:i{nnaparinpoxcmemoary i matpiic npominma-
MeTHIIapariapokenbenoar pariipoKcHOen30aTy Ha XpoMmaTorpaMax pHnpobo-
Harpiwo BYBAHOTO | CTAHIApTHOTO po3uHHIB OTPUMAHKX
nponisinapariipoxcHGensoar np KinBKICHOMY prisHauenyi; nopuHHi 36irarncs.
Kapmoisus (E 122) V@-crexTp BUpo6oByBaROro posinay B nianasoHi Bianosinae
350-650 HM NOBHHEH MaTH MAKCHMYM TIOTAIMHAHHSA
npy nosxHHl Xswii 51744 BM.
Jdentification i
2 Paracetamol In the Assay, the peaks of paracetamol, sodium -
Sodium methyl parahydioxybenzoate and sodium propyl / x ¥ SN
methyl parahydroxybenzoate parahydroxybenzoate in the chromatograms ob- N
Sodium tained with the test solution bave the same retention CIERGAPY N
propy! parahydroxybenzoate times as the peaks of paracetamol, sodium methyl e ATHy
1 ¥ > g ) N “"”"I”"»’Nliﬁnnﬁ
parahydroxybénzoate and sodium propyl parahy- Kop, 2007550,
droxybenzoate in the chromatograms obtained with cep A
: . . LPTRDIKATE
the standard solution, \?/\ L
~ (v B
Carmoisine (E 122) UV-spectrum of the test solution at the range of CompM{)m; 5{6@}‘}//
350-650 nm should have maxinmun absorbance at S
51744 nm.
T'ycruna Bix 1,19 r/mx 1o 1,30 r/m npu 25° C 1,234 ¥/Mn
3 | Density 1.19 g/l to 130 g/ml at 25° C 1.234 g/ml
OnHOpiARICTb MacH 1103, WO BH- He Ginbioe aBox IHAMBIYBIbHAX MAC sipoanatoTeea | Bin-2,3 % o 4,3 %
T4raoThcs i3 6araTtoNO30BHX BiK cepeaHBOi Mack Ginpuie Hix pa 10 %. Ipyu 1bo-
4 KoHTeiiHepiB My XO[Ha THIMBILyaIsHa Macd 103 HE MOXe BixXn-
JIATHCA Bil CepeHEOT MacH Ginpie nix Ha 20 %.
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N n/n Hazsa ananisy Cneiuxc]ﬁmauia Pe3ysibTaTH AHANI3Y
Sr. No. Test name Speqiﬁc’aﬁon Test result
Uniformity of mass of delivered Not more than two individual masses deviate from | 2.3 % t04.3 %
doses from multidose containers the ayerage mass by more than 10 %, No individual
dose mass mdy deviate from the average mass by
more than 20 %.
pH Bin 4,0 1o 6,0 3.3
S |\pu 401060 53
‘Cyrpoeiani nOMIlIKY Bynb-axoi HeinenTHIKOBaHOT JOMiLIKH!
He Ginsiue 0,1 % | Hipxue pisrs BH3HAYCHHS
6 4-aminodenony: ne Gimsue 0,1 % 0,001 %
Related substances Any unidentified impurity: NMT 0.1 % BDL
4-aminophenol: NMT 0.1 % 0.001 %
~KinpxicHe BUIHAYCHHST '
Tlapaneramon Bin 95 % no 105 % 8in 3asBleHol Kinpxocti 101,8 %
Harpito :
MeTILINapari ApoKcnBensoaT Bix 95 % xo 105 % Bip 3asBneHol KinbKOCTI 1022 %
Harpiro .
nponinmapariapokcnGensoar Bin 95 % no 105 % BiL 3aABIEHOT KLTBKOCTi 99,5 %
7 Assay :
Paracetamol 95 % to 105 % of the label claim 101.8 %
Sodium ' A
methyl parahydroxybenzoate 95% {0 105 % of the label claim 1022 %
Sodium
propyl parahydroxybenzoate 95% to 105 % of the label claim 99.5 %
MixpoGionoriuna YHCTOT2 3aransHe  MHCIO aepobHuX Mixpooprasiamis
(TAMC) — He Ginbure 10% KYO/mn <10 KYOhn
3aranse YHCNO APDKIUKOBHX i ninicenennx rpubis
(TYMC) — se Ginsue. 10' KYO/mn <10 KYOMn
BincyTHicTh Escherichia coli-s 1, M3 npenapary BigcyTus
8 Microbiological purity Tq"tal aerobic microbial count (TAMC):
. NMT 102 CFU/ml <10 CFU/ml
Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/ml < 10 CFU/ml
E.gc’herichia coli-must be absent per 1 m! Absent

BUCHOBOK: / CONCLUSION:

TTpOMKT BHTOTOB/IEHO, YNIAKOBAHO T4 TIpOAHANI30BAHO STi/HO 3 BIMOTaMH peecrpaniino

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bimnosinae CTAHJAPTAM T8 BUMOraMm GMP.

1t complies with GMP standards and requirements.

Jliuensia na BUpOOHALTEO nixapcbkux 3acofis:
Licence for medical products production:

Cepradixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

‘Cepinn AB Ne 598054
Baich AB No; 598054
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Kuiscoka fhinis

Llam nifiTaep Liyio, WO pei BupobHmi cragii ana nici cepii roT0BoT npozynii oy snificnessi & noBHifA BIANOBLAHOCT] 3 BUMOraMH, JA3HANEHHMH B MHHRBIT
wacTasori 3 GMP, 3atacpkcill MiiicrepcrsoM 0Xopo 3/0poB’s YKpai, 13 DUMOraM¥ PEECTPAUINHOTO 710CHE KpaTHH NIPH3HAUEHHA.
ished product have been carried out in full compliance with the GMP requirements of the

1 hereby certify that all the manufacturing stoges of this batoh of fini
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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XiMiK—?Hani’rHK ) éas. naGopatopieio BKA {Haqanbﬂgk BIKA VnopropaxKena ocoba
Analytical Chemist QC Lab In-charge QC Head Qualified Person - )
h'a/Name: i vo.uit. | Cucompats vy |Gpaonasses T8 . ﬁmwé’gém«/é/ :
1 : { .
TTimnnc/Signature: %0 »  Cosery “:/Cf' h %/ coelesice .//V,/
| Horo/Date: tolos i _tolosiy o i i Lo1he [y
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