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CERTHDIKAT AKOCTI
CERTII‘ICATE OF UALITY
‘Hazga nptmymy o IIIAPOH Taﬁneﬂcu kan'm 0B0JIOHKOIO, 1o 500 Mr
Name of product: __PIARON®, fi Im coated tablets, 500 mg;
Cwita ait IHapaueramon —500, 0 »r
Strength: - . Paracetamol~500.0mg =
Cepin LNQ--/'LB;atc]jNQ,_;:  SPA2007 Posmp ynaxonku/Paﬁkage size: anO (10><1)
Pecerp. Ne/ A-R.No. FP/0901/22 N Tanymakosxn / Pack type.. | Emcre:p / Blister
Posmip cepii / Batch-size: . 450 000 TaG/tab | Iara BHTOTOBIEHHSA (_Mfg date:  11.2022
Kin-rn ynamnom!No. of packs. 45 000 Tepmin npunatraocti / Exp. date:  10.2025
I{‘pama/Market' | _UKR : I
Peectrpamm:e nocnmqemm .N’e, ORI TEPMIH 1il Heoﬁmemennn
Registration Certificate No.: WAS70R1A] utilimited validity
'N;q r_lfn [ I.H;QBB?. ajn-ﬂﬁxiqy T o (”'neuﬁdwim;niﬁ . I’_.g;;ym;'rm*n mmﬂisy* _
Sr.No. | . Testname I i SpeCification 1 Testresult
| Ompe Taﬁnerm, Blcplm oBONOHKO, Bitoro Ico;uwpy, Binnosinac. |
kangynoromitroi hopmaa rerenram PSO0 7 ansioro
Boxy 1 nimiero po3nOMy ~ 3 I ore GoKy.
: Description White coloured, film coated, capsule shaped tablets | Complies
with engraving' PS00 on one: side and. breakling on
the ofher §idé,.
Iﬂe'HIu.dJikaﬁifﬁ T "-Iacn YTPAMYBAHHA OCHOBHOFO I1iKa. Ha xpoma'ro- Binnosigae
rpamax. BERpoBOBYBAHOrO POSUHHY 1 DO3IUHHY
TNOPIBHAHEY,  OTPMMANAX TPH  KimbKicHoMy
| BH3HAUEHH], TOBURHI 36iraTucs,
2 Iden‘nﬁc'a.tmn In the Assay, the principal peakin the chroma—-togmm Complies
obtained with samiple solution has the same retention
time: 45 the principal peak in the cliromatogram
obtazned with standard selutlon
‘OnHOpiNMIGTs fOS0BAMME V<L1 (Li=15,0) S 11,7
3 OXHHUILL
Uniformity of. dasage units AVsLy (1h=15.0) 1.7
| Posnanamns | He®imme3oxs . ZxB 17 cex
4 Disintegration NMT 30 min 2 min 17'sec
| Pogummenrs He MeHms 75 %{(Q) 32 45 x5 | 99% |
¢ Dissolution Not less thai ‘75 %. (Q)) in 45, min. 99 %
Cynpoamm qoMimgs B}HIB-—mcm H@lﬂeHTHd)IKOBaHOI FoMImKY —ne Bimbiue: -
0,25 % 0,006 %
4-aminoherony ~ He Gltsute 0,1 % 0,001 %
4-XIOpaueTAHI Ty ~ He: 61115111@ 0,001 % He BitgBiieno
Any individual anknown i impurity: NMT 0,25 % 0.006 %
4-Aminopheénol; NMT.0,1.% - 10,001 %
4 ChloroacetamhderNMT 0.001 % NC)-
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Ne n/n Hassa ananisy Creundixauin | ~ PesynbraTy anamisy
| 8r.Neo. ~ Testmame | Specification. Test result

Kinsxicwe Busiauenis 05,0 —105,0°% ‘azg SARBASHOT KinBKOCT] | 991 %
(8int 475 1o 525 M) - (495,7 mr)

Assty 950 %~ 105.0 % of label claim 99.1%

Mixpo6ionoriuna uncrora 3arampma  kimexiers aepobumx  Mixpoopramismie
(TAMC) — e Binsue 108 KYO/r < 10 KYO/r
JaranpHa KiABKICTE APPEIKOBUX 1 muiceHenux |
rpubie (TYMC).~xe Gigpme 102 KYO/r < 10 KYO/r
Bincyzwiers Escherichia coli s 1 T mpenaparty BincyTsa

Micrabiological purity Total aerobi¢ niicrobial count (TAMC); |
| NMT 10*CEU/g . <10 CFU/g.
‘Total combined. yeasts/moulds.count (TYMC):
{ NMT 10 CFU/g < 10 CFU/g:

Eseherichia ¢olf must be:absent per 1 g | Absent
BACHOBOK: / CONCLUSION:

Hponyxkr:BUroTOBNEHO, YIIAKOBAHO T4 TPOAHATIZ0BAHO SIIHO 3 BUMOTgMU peécmagi,ﬂ'HOro‘. mocBiaHERkA.
The product is mariufacturéd, packed and analyzed ds pér requirements of Registration Certificate.
Binnosinae cranzapram ta sumoram GGMP. Ceprughiar Ne 009/2020/GMP

It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jlixensis Ha BUPOBHUNTEO MiKapCLkux 3acHbip: Cepin AB.Ne 598054

Licence for medical products production: Batch AB No. 598054

Ly nigrsepaxyto, g sei sapoSinyi cranii s niei-cepii roropoinpoaykuil 6yma axiticueni; s nossiit BianosinnocT a BUKOraMy, 8aSHAYCHUMN' R YHHHIN

Hactanosi 3 GMP, saTBepiokeniii MinicTepersom oxopoiin 500p0s ™ YpaiHy, 1 8 BUMOraMu. EECTPAtiiROTD ROCKE KpaiHK NPH3HAYEHHT,
3ATBEDLG Tep RORU 310p YKPainy, 13 BUMOraMu.p | _

I hefeby certify that all the manufactuting stages ‘of this-batch of finished product:have:-been carried ont in full compliance with the GMP requirements of the

Ministry of health-of Ukraine and with the requirenients of the Marketing Authorigation filé,of the destination.country.

QG Lab In-charge _{ Qualified Person
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