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~ CEPTUGIKAT SIKOCTI
CERTIFICATE OF QUALITY
Hassa npoayxry: HIMIJI®, rabnerxu no 100 Mr
Name of product: ~ NIMID®, tablcts 100 mg
Cuna nil: Himecynmig —~ 100 Mr
Strength: Nimesulide ~ 100 mg o
Cepis Nﬂ / Batch No.: | SNA3045 l’o:mlp yNaKOBKH / Package size:  NelOO (.]_OXIO) |
Peecrp. Nﬂ / A.R.No. TP!0689/23 Tun ynaxosku / Pack type: baicrep / Blister
Poamp.cepu_/ Batch size: 750 000 Tab/tab Jara surorosnenns / Mfg, date:  08.2023
Kin-rs yniakosok / No, of packs: 7 500 Tepmin npuaatrocryi / Exp. date: 07.2027
Kpaina / Market: UKR
Peecrpayiiine nocsinyents No: TepMiH mil HeoOMexXeHUH
Registration Certificate No.: UN%@/Q_Q{O : unlimited validity
Ne i/n ‘Hasga amanizy Cnem«upimuisf o Pesynb"i;;;;;i;}nay
Sr.No. | Test name _— ~ Specification ~ Testresult
Omnucanne }{pymme TaBleTKH  CBETRO-KenToro  usera | COOTBETCTBYET
| | IIAAKUC C ODEHX CTOPOM.
| Description “Circular pale yellow colour tablets, plain on both Complies
~sides.
| | I/Inen'mq;ﬁﬁaﬂ'ﬁﬁ“ - Bpema  yaepxuBaHus T OCHOBHOTO THKa  Ha Coomemﬁ?&f
| KPOMATOIPAMMAX HCTIEITYEMOTO M CTAHAAPTHOTO.
PACTBOPOB, NONYYCHHAIX B YCIIOBHAX
| - KOMBIECTBEHHONO orpeelieHus, JIOJDKHO |
VAR - COBNAJATH (HAMECYIIAI).
| Identification The retention time of main peak obtained in the:| Complies
chromatogram of sample solution and standard |
-solution in Asaay should corrmpond (Nimesulide).
Mfué,IIH(:)‘p{}}iHOCTb,IIOSI-IPOE;;a;iﬁhfﬁmuw AV< LI i:rxe Ll= 15 0 - | 62 | A
3 AR | |
1 Uniformity of dosage units CAVL LT, L1= 150 1 6.2
. _'_ PacragaeMocThb | He 6onee 15 muu. | T [ 0Mun35cex T
| Disintegration “Not more than 15 min, {0 min 35 sec
. 'Pag}hﬁpem;e T T | He menee 75 % (Q) HuMecyamia 3a 45 MHUH. { 101 % i T
Dissolution NLT 75 % (Q) of nimesulide m 45 min. | 101 %
| Conyrcmymmﬁg npﬁmnflzchﬁ ‘He Goree 0;1 % 'HfIHHBHﬂyaﬂBHOFI HpﬁMBCH 'M 0,048 %
| He 6onee 1,0 % cymmpl ipuMeceH. 0,074 %
6 ‘Related substances NMT 0.1 % of individual impurity. 1 0.048 %
NMT 1.0 % of total impurities. 0.074 %
| Kommuectsennoe onpeﬂeﬂemie 95,0 - 105,0 % numecynuia B TabneTke oT ' ”104,'8 % o
' 3ASIBIIEHHOTO KONHYECTBA,
05.0 ~ 105.0 % of nimesulide per tablet of label | 104.8 %
claim.
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BUCHOBOK: / CONCLUSION:

Ne n/in Haspsa ananisy Cnemiq)maum PesyabTaTi aHanily

| Sy, No. Test name Specification Test result __

| MHKpOGHDHOI"H‘JGCKHﬁ YHCTOTA Ofmmee vuCno  a3podHLIX  MHKPOOPTraHH3MOB
(TAMC) 1e 6onee 10° KOE/T. < 50 KOE/r
OGwee uHCnO APOMIKEBLIX H IUIECHEBRIX TPROOB
(TYMC) e 6osice 107 KOE/r, | <10 KQE/r
Orcyrersue Escherichia coli B 1 rupenapara, | OrcyrcTRyeT

8 Microbiological purity ‘Total aerobic microbial count (TAMC):
NMT 10° CFU/g. 1 <50 CFU/g
Total combined yeasts/moulds count (TYMC): )
NMT 10% CFU/q. | <10 CFU/g
Escherichia coli must be absent per 1 g. | Absent
. S U, ..

[TpORYKT BUTOTOBNEHO, YNAKOBAHO Td NPOAHANI30BAHO0 MO 3 BUMOraMH PeccTpaliHHOrO IOCBIUCHNA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae crangapram ta suMoram GMP,
It complies with GMP standards and requirements.

JHuensia na BUPOOHMUTBO NIKAPCLKAX 3ac001B:
Licence for medical products production:

Ceprudixar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepia AB Ne 598054
Batch AB No. 598054

Ll nipTBepaicyio, 1o Bei BApOBUIY craail fna miel cepii ToTono! npoayKut 6y 3NCHCHT B NOBHIN BIANOBIAHOCT 3 BUMOTAMM, 303HANCHHMH B LI
nactanosi 3 GMP, aarpepakenifi MinicTepcrsoM oxoponH 3Hopos’s YKpain, 13 BUMOramM peectpalifuoro ROCKE KPAiNK NPU3HANCHHS.

1 hercby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP vequirements of the:
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

N M IK-AHAN I THEK

3. 3aGoparopicio B
Q

HavansHuK .BK}{ Ynomlonameua ocoﬁa

“Analytical Chemist  }QC Lab In-charge QCHead o Quahﬁed Person
| aMame: Y A et AR L A T T wma@m ¥
Mignuc/Signature: //,/ / ACY IS QD‘;\\M} &ééf / M@/
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