PLIVA HRVATSKA d.o.o.

Certificate of Release

No. 10010968/705051

Name of product
Country
MA number or NDC number
Strength / Potency
Dosage form
Pack size and type
Batch number
Date of manufacturing
Expiry date
. Bulk Manufacturing site
Name
Address
Authorization number
Eudra GMP reference number or
certificate of GMP Compliance

SOENDO A WN

Testing site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

Packaging site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

11.
12.

Result of analysis: CoA attached
Comments / remarks: There were no major/critica

Triampur compositum
Russian Fed.

P N015340/01
25-12.5 mg-mg
Tablets

bottle,1*50

705051

06.05.2021
31.05.2026

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I-530-01/13-03/08

UP/I1-530-10/19-03/12

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I1-530-01/13-03/08

UP/I-530-10/19-03/12

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I-530-01/13-03/08

UP/-530-10/19-03/12

| deviations. APl name and AP| manufacturer site:

Triamterene MOES CATALANA, S.L. Poligono Rubi Sur Cesar Martinelli Brunet no 12A, Apartado 59, 08191
Rubi, Barcelona, SPAIN; Hydrochlorothiazide UNICHEM LABORATORIES LTD. Plot No. 99, M.I. D.C., Village
Dhatav - Roha, District Raigad, India - 402 116 Roha, Maharasthra

13. Certification statement:

"I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the

Marketing Authorization of the importing country o
Products. The batch processing, packaging and a
with GMP."

14.

Qualified Person

15. Signature of person authorizing the batch release:

16. Date of signature:

Name and position/title of person authorizing the batch release:

r product specification file for investigational Medicinal
nalysis records were reviewed and found to be in compliance

PLIVA CROATIA Ly
Quality Zagreh
Qualified Person

Vanja Sablji¢ /
4] U
2S.<C, Aed)

1/
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CERTIFICATE OF ANALYSIS/ CEPTHO®HKAT AHAJIM3A

No.: 1
Date/laTa:
Product Name Triampur compositum® tablets 12.5 mg +25 mg
H Tpuamnyp komnosutym® raéaerkn 12.5 mr+25 mr
AHMEHOBaHHE NPOAYKUHH
Batch No./ Cepus Ne 705051
Mfg.Date/ Iarta 06.05.2021
NPOH3BOJACTBA
Exp.Date/ l'ogen no 31.05.2026
| No. Tests Specification Results
1. Description Visual method Yellow, round, flat
Yellow, round, flat tablets with a score line on one | tablets with a score line
side, with beveled edges on one side, with beveled
edges
Buiyaawnviin
Onucanune Kpyrnsie, nnockouunuuapuueckue  tabnetku | Kpyrnsie,
WKENATOro uBera ¢ pHCKOﬁ Ha OJHOM CTOpOHE, CO NNOCKOUHIHHAPHYECKHE
CKOLUEHHBIMH KPpAAMM, TabNeTKH XKenToro uperta
C PHCKOH Ha OAHOM
CTOpOHE, co
CKOLIEHHBIMH KPasMH.
2. Identification HPLC
Triamterene The retention time of the main peak in the | The retention time of the
chromatogram of the sample solution should | main peak in the
correspond to the retention time Triamterene | chromatogram of the
peak in the chromatogram of the standard | sample solution should
solution correspond to  the
retention time
Triamterene peak in the
chromatogram of the
L standard solution.
Hydrochlorothiazide The retention time of the main peak in the | The retention time of the
chromatogram of the sample solution should | main peak in the
correspond to the retention time | chromatogram of the
Hydrochlorothiazide peak in the chromatogram of | sample solution should
the standard solution correspond to  the
retention time
Hydrochlorothiazide
peak in the
chromatogram of the
MoaaunHoCcThL B3AKX standard solution.
Tpuammeper Bpema yaepMBaHMA OCHOBHOrO NWKa Ha Bpema YAEPHKUBAHNA
XPOMATOrpamMme UCNbLITYEMOro pacTsopa AOMKHO | ocuosnoro  NuKa  Ha
COOTBETCTBOBAThH BPEMEHW YAEPHMUBAHUA NUKa XpomaTtorpamme
TPUaMTEPEHa Ha XPOMATOrPaMMe CTaHAAPTHOTO | ,cnuivemoro  pacTBopa
pacrecpa [LO/MKHO COOTBETCTBOBATHL
BPEMEHU YAEPKUBAHWUA
NUKa TpUamTepeHa Ha
xpomarorpamme
ruapamopomua_;ud Bpema yaoepmuBaHWA OCHOBHOIO nNWKAa Ha CTaHAAPTHOTO PacTBopa.

PLIVA HRVATSKA d.o.0.
Prilaz baruna Filipoviéa 25, 10000 Zagreb, Hrvatska; telefon: + 385 1 37 20 000; telefaks: + 285 1 37 20 111; URL: www pliva.hr
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XpOMaTorpamme MCNbITYEMOro pacTeopa A0MKHO
COOTBETCTBOBATb BPEMEHU YAEPMUBAHWA NuKa

rMOpoOXI10p0THAa3NARA Ha
| XxpomaTorpamme CTaHAapTHOro pacTsopa

Bpemn YAEPHUBAHUA
OCHOBHOTQ NWKa  Ha
Xxpomarorpamme

| MCnbITYeMOro  pacreopa

[LONKHO COOTBETCTBOBATDL
BPEMEHU YAEPIKUBAHUA
nuKa
rMAPOXNOPOTUA3NAA HA
XpomaTtorpamme

| cTaHaapTHOro pacTeopa

3. | Dissolution ‘ UV-spectrophotometry
| (for  each active | Not less than 80 % (Q) after 20 min Triamterene :
substance) | 96-99 %
‘ Hydrochlorothiazide:
94-98 %
g;f:;%:;f, Y®-cnekmpogomomempus Tpuam;repeu :
= He meHee 80 % (Q) 4epe3 20 MuHyT | 96-99%
deidcmeyroujezo | TMApOXNOpOTHA3NA:
sewecmaa) | 94-98 %
4. Related impurities HPLC
Triomterene related Single unspecified impurity — NMT 0,2 %; <0,1%
impurities Sum of unspecified Impurities—- NMT 0,5 % <0,1%
Hydrochlorothiazide impurity B—NMT 1,0 %; <0,1%
related impurities impurity C—=NMT 0,5 %; 0,1%
single unspecified impurity — NMT 0,2 %; <0,1%
sum of unspecified impurities - NMT 0,5 %; <0,1%
Sum of all = NMT 1,5 %; 0,1%
PoacrBenHbie BN
Abeen HUYHAA HeWAeHTUPUUMPOBAHHAA NPUMECh —
Mpumecu poacTBEHHbIe can P
— He 6onee 0.2% <0.1%
eshIcnay CYMMa HEMAEHTUPUUMPOBAHHBIX NPUMECEN - HE
6onee 0.5% <0.1%
[pMMecH poaCTBeHHbIe npumecs B ruapoxnopotuasuaa - He 6onee 1.0% | <0.1%
APOXN0D ay
- RooTHaM npumecs C ruapoxnopotuasmaa - He 6onee 0.5% 0.1%
€ANHUYHAA HEWAEHTUDUUMPOBAHHAA NPUMECL - |
He 6onee 0.2% | <01%
CYMMa HEMAEHTUPUUNPOBAHHbIX NPUMECEH - HE
6onee 0.5% <01%
| Cymma scex npumecei - He 6onee 1.5 % 0.1 %

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Hrvatska; telefon: + 385 1 37 20 000; telefaks: + 385 1 37 20 11 1; URL: www pliva.hr
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5.

Microbiological
quality

Muxkpobuosoruyeckan
YHCTOTA

Ph.Eur. (2.6.12, 2.6.13) or GF RF

Total aerobic microbial count (TAMC) — not more
than 10° CFU/ g;

Total yeasts and moulds count (TYMC) — not more
than 102 CFU/ g;

Escherichia coli —absencein1lg

Eep.® (2.6.12, 2.6.13) unu r'e® Pe

Obwee 4ucno aspobHbIX MUKPOOPraHW3IMOB
(TAMC) - He 6onee 10° KOE/r,

Obuwee 4ACNO APOMKEBBIX W NNecHeBbIX rpubos
(TYMC) - He Gonee 10° KOE/r,

Escherichia coli — otcytctenes 11

<5CFU/g

| <5CFU/g

satisfactory

| <SKOE/r
| <5KOE/r

oTcyTcTeyet/r

Uniformity of dosage
units

OpaHopogHOCTL

AO3MPOBAHUA

Ph, Eur. (2.9.40) or GF RF

HPLC

Acceptance value for 10 tablets < L1 %
Acceptance value for 30 tablets < L1 %

and any individual result should not be less than
(1-12x0.01) x M or more than (1 + 12 x0.01) x
M

(L1 =15.0, L2 = 25.0)

Eap.® (2.9.40) unu re Pe

BIMX

Ansa 10 A03MPOBaHHLIX €AMHMUL, MOKasaTens
npuemnemoctu AV< L1 %

Ons 30 A03MpOBaHHLIX eAMHML, MOKa3aTenb
npuemnemoctTd AV< L1 % WM Hu OAHO U3
WHAMBUAYANbHBIX 3HAYEHWH He [A0/KHO ObITh
meHee unun 6onee (1-L2x0,01)M unum

bonee (1 +L2x0,01) M

(L1=15,0, L2 = 25,0)

Triamterene:
AV=4.0

Hydrochlorothiazide:
AV=39

TpuamTtepex.
AV=4,0

fmapoxnopoTuasua;
AV=3,9

Assay
Triamterene

Hydrochlorothiazide

KoJsin4yecTBeHHOE
onpejaeieHue
Tpuammepen

ludpoxnopomuasud

HPLC

From 2375 mg to 26.25 mg (95-105%)

Triamterene of declared amount

From 11.875 to 13.125 (95-105%)
Hydrochlorothiazide of declared amount

BIXKX

Ot 23,75 mr po 26,25 mr oT cpeaHei macchl
Tabnetku (95-105 % OT 3aABNEHHOr0 KONMYECTBa)
TpuamTepeHa

Ot 11,875 mr Ao 13,125 mr oT cpeaHeil macchl
Tabnetku (95-105 % OT 3aRBNEHHOr0 KONMYECTBa)
rMApOXNopPOTHA3NAA

24.68 mg (99 %)

12.307 mg (99 %)

24,68 mr (99 %)

12,307 mr (99 %)

Storage

XpaHeHnne

Do not store at temperature above 25 °C

[pu TemnepaType He Bbiwe 25 °C

PLIVA HRVATSKA d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Hrvatska; telefon: + 385 1 37 20 000; telefaks: + 385 1 37 20 111; URL: www.pliva.hi
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79, | Shelflife

i Cpok roaHocTH

5 years
5 ner

| The product meets the requirements of the ND P N015340/01-181219
TpoaykT cooTBeTcTBYET TpeGoBarnusm HA 11 N015340/01-181219

Certificate signed by/[loanucan:

Name/®HO:

/
VANI&A SabLdte

| Title/AppppeRBATIA La.

@ Quality Zagreb
Qualified Persop
Vanja Sabljié

Date and Signature/[daTa n
| moanmes:

f.ts'cc,,z,a/i. ,Jamzfr'c/

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Hrvatska; telefon: + 385 1 37 20 000; telefaks: + 385 1 37 20 111; URL: www.pliva.hr




JloroTun

Ne 10010968/705051

CepTH(HKAT HA BBINYCK CEPHH

1. HasBaHwe npenaparta

Tpramnyp KOMNO3UTYM

2. CTpaHa-Ha3Ha4eHus

Poccus

3. Homep peructpauuoHHoro

YAOCTOBEPEHUS

M N015340/01

4. [loanpoBka

12.5 Mr+25 mr

5. llekapcTBeHHasn gopma TabneTku

6. Tun ynakoBku ®nakoH, 1x50
7. Homep cepumn 705051

8. Jara npousBoacTtea 06.05.2021

9. Cpok rogHocTK 31.05.2026

10. MNpowusBoguTens Garnka:

lnuea XpeaTtcka 4.0.0.

Pecnybnnka XopeaTtus

Mpuna3s 6apyHa ®ununosuya 25,10000 3arpeb
YMn/-530-01/13-03/08

¥Y1/1-530-10/19-03/12

MecTo npoBegeHus aHanuaa:

NnuBa XpeaTtcka 4.0.0.

Pecnybnuka Xopsatus

MNpuna3a 6apyHa ®ununoeuya 25,10000 3arpeb
¥YM/-530-01/13-03/08

Y1/1-530-10/19-03/12

YNakoBLWK:

MNMnuea Xpeartcka 4.0.0.

Pecnybnuka XopsaTtusi

Mpwunas 6apyHa ®ununosuya 25,10000 3arpeb
Y1/1-530-01/13-03/08

Y1M/1-530-10/19-03/12

11. PeaynbTathbl aHanuaa

CepTtudpukaTt npunaraetcs

12. KommeHTapuu/zamevaHus

3HaunTENbHbIX U KPUTUHECKUX OTKITOHEHUIA HET.

HasBaHune npoussoauTens papmMaueBTUYECKON
cybecTaHumm:

Triamterene MOES CATALANA, S.L. Poligono Rubi Sur
Cesar Martinelli Brunet no 12A, Apartado 59, 08191
Rubi, Barcelona, SPAIN; Hydrochlorothiazide UNICHEM
LABORATORIES LTD. Plot No. 99, M.I. D.C., Village
Dhatav - Roha, District Raigad, India - 402 1 16 Roha,
Maharasthra

13. HacToswumm noarsepxaato, 4To NpuBeAeHHas Bbille HopMaumsa asnseTcs
[IOCTOBEPHOW N TOYHOW. DTa NapTusa NpoAykuuy Bbina u3roToBneHa, BKNYasn ynakosky /
MapKUPOBKY U KOHTPOIb KAYeCTBa Ha BbILWEYNOMSAHYTLIX CaTax, B MOMHOM COOTBETCTBUM C
TpeboeaHmamn GMP mMecTHOro perynupytoLlero oprasa v cneuugukaummn B paspelleHin Ha
npoAaxy cTpaHbl-MMnopTepa unu daina cneundukaln npoaykTa ans aHanuaupyemoro

nekapcTeBeHHOro cpeacrea.




3anucu o6 obpaboTke NapTuiA, ynakoeke 1 aHanuae Obln paccMOTPeHbl U NPU3HaHbI
cooTteeTcTBYHOWMMN ¢ GMP.
14. YnonHoMo4eHHoe nNuuo Nma, Gamunus
Vanja Sabljic
15. Moanucek

16. [lata 25.06.2021
Mepeeop BepeH

Digitally signed by
Svetlana gsows

ou=Global, ou=Clients,

Solovey otarts ot

email=Svetlana.Soloveva@

teva.ru
a Date: 2021.07.16 15:50:47
+03'00°



PEAEPAALHASL CAVEA IO HAASOPY

B UPEPE 2APABOUKPAHEH

(kd

«CBefeHnA o BBOAEe B rpaxaaHckmin obopoT B Poccuinckon degepaunm nekapCcTBEHHbIX
cpencTs no coctoAHuioo Ha 01.02.2022 16:16»

wt., ¢paaxonsl (1), naukn
KapToHHble/ ~

A.0.0.

Xopeatus

Xopsatus

[ —_r TMpoussoaurens . Ceepennsi o T P—— Opranxzanss, Homep Howmep, nara
P Topropoe HaHMeHOBaHHe (BBINYCKAKHA Crpana cTagusx BBINYCTHBINAA B CepHH, pa3speieH s Ha
0C3JIPaBHABOPA JIOKYMEHTAIHS
KOHTPOJB) NPOH3BOJCTBA rpaxaaHcKHi obopor MAPTHH HJIIT
z?;na;iipléog T:?il;?::r@ 5;0 IManBa Xpeatcka PecnyOaug Tixpma Apsazera
21.07.2021 : - 2 ’ paaTek SOYOIHRA 1 o.0., PecnyGmixa I1NO15340/01-181219 | 00O "Tepa" 705051




