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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg

Ipoaykr: Tencapran® H (ruapoxnopotuasua+tenmucapran) Tabnetku 12,5 mr+80 mr

Market / Prinox : Russia / Poccus

Batch No./ . 02411183 Batch Quantity / . 650000 tab/

Cepust Ne ) Pa3zmep cepuu * 650000 Tab

Analytical Repourt No. / . 890001758379 Date of Analysis / . 28/08/2024
AHaJHTHYeCKHH oTUeT No JarTa anaausa

Date of Manufacture / . 15/07/2024 Date of Expiry / . 30/06/2026

Jlara npousBoacTBa T'ogen go

Mfg. License No. /

IpoussoacTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001632)-(PT-RU)
Juuensust N

Analysis performed according ND / Anaan3 npoBeaen no HJI: JITI-Ne(001632)-(PI'-RU)-040823

Pagelof7/Crp.1m37

No

Test / IlokasaTejn

Result / Pe3ynbTaTsl

Specification / Hopma

1 |Description / Onucanue

Oblong biconvex shaped uncoated
bilayered tablets having pink layer on
one side and white layer with possible
pink patches on the other side with ‘T’
& ‘2’ debossed on either side of break
line. / OBansHOMH hoOpMBI,
JIBOSIKOBBIIYKJIBIE, IBYXCIOWHBIE
TabNeTKH, OIUH CIOH PO30BOTO BETA,
JIpyroii cnoii 6eoro 1BeTa ¢
BKparJeHUsIMHA PO30BOro LiBeTa. Ha
6eoit MOBepXHOCTH TabNeToK
uMeeTcs pucka H TUCHeHUst «T» 1 «2»
MO pa3HbIC CTOPOHBI OT HEe.

Oblong biconvex shaped uncoated bilayered
tablets having light pink to pink layer on one
side and white to off white layer with
possible pink patches on the other side with
‘T” & ‘2’ debossed on either side of break
line. / OBanbHOM GOpMBI, ABOSKOBLINYKJIbIE,
JIBYXCIOMHbIE TabJNETKH, OOUH CJIOH OT
CBETJIO-PO30BOr0 0 PO30BOTO LIBETA,
Jpyro# cio# ot 6enoro 10 nouty 6enoro
LBETA C BO3MOXHBIMH BKpATIEHUSMU
pozoBoro upeta. Ha 6en0ii moBepxnocTH
TabJIeTOK UMEETCs pHcka M THCHEHNs « I» 1
«2» 1o pasHble CTOPOHEI OT Hee.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipameuanne: [TpoaykT cooTBeTcTBYET TpeboBanusm HI . 3akawyenne: OJJOBPEHO

Y/
Prepared by / A Checked by / 5, € 2=~ A Approved by: Manager/Executive /
Iloarorosnexo: 3 IIposepeno: < V OnobpeHo: Menemkep / PykoBonuteb
Date / 30;—08,_ 202,(7’ Date / 2 O@%r—ﬁ@é .r)Date / S A5 A,
JHara: Jlara: Jara:
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Ipoayxr: Teacapran® H (ruapoxnoporuasua+renvmucaptan) tabnetku 12,5 Mr+80 mr

Market / Prnox

: Russia / Poccus

Batch No./ . 02411183 Batch Quantity / . 650000 tab /

Cepun Ne ) Pasmep cepuu © 650000 Tab

Analytical Repourt No./ . 890001758379 Date of Analysis / . 28/08/2024

AnajgnTiyeckuii oruyer No Jarta anajinsza

Date of Manufacture / . 15/07/2024 Date of Expiry / . 30/06/2026

JlaTta npousBoacTea I'open no

Mfg. License No. /

IlpousBoacTEenHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIIT-Ne(001632)-(PI'-RU)

JuueH3usa Ne -

Analysis performed according ND / Ananu3 nposeaen no HJI: JITI-Ne(001632)-(PT'-RU)-040823

Page2of 7/Ctp.2 137

Ne |Test / [ToxkaszaTesn Result / Pe3yasTaThl Specification / Hopma
2 |Identification / The retention time of the main peaks |The retention times of the main peaks in the
HUnentuduxanus in the chromatogram of the test chromatogram of test solution should
telmisartan and solution correspond to that in the correspond to those in the chromatogram of
hydrochlorothiazide / chromatogram of Telmisartan and Telmisartan and Hydrochlorothiazide
TeJIMHCAPTAH H Hydrochlorothiazide reference reference standards solution (section
THAPOXJIOPOTHA3U/ standards solution (section "Assay"). /|"Assay"). /
BpemeHa yep>XMBaHusi OCHOBHBIX BpemeHa yep>xMBaHHUsI OCHOBHBIX MTUKOB
MHKOB Ha XpoMaTrorpamme Ha XxpomarorpaMme HUCHbITYEMOTO pacTBOpa
UCTIBITYEMOTO pacTBoOpa JIOJDKHBI COOTBETCTBOBATL BpEMEHAM
COOTBETCTBYIOT BpEeMEHaM yIEePKHUBAHUS] OCHOBHBIX MMHKOB Ha
yJAePKUBAHUS OCHOBHBIX MTHKOB Ha XpoMaTorpaMMe pacTBopa CTaHIapTHBIX
XpoMaTorpaMMe pacTsopa 06pa3lioB TenMucapTasa u
CTaHJapTHBIX 06Pa3LOB TeNMHUCAPTaHa [FUAPOXJIOpOTHasH A (pa3aen
¥ TUJPOXJIOpOTHA3NAa (pazaen «KonmMyecTBEHHOE OMPEENICHHE).
«KonuuecTBeHHOE OIIPEACIIEHUEN).
3 |Disintegration time / 08 min / 08 mun Not more than 15 min /
PacnagaemocTb He 6onee 15 MuH.
4 |Dissolution / PacTBopeHne
Telmisartan / Tenmucapran Unit-1 / Tabn.-1 99 % Not less than 75 % (Q) of the labeled
Unit-2 / Tab1.-2 98 % amount of C33H30N4O, (Telmisartan) in
Unit-3 / Tab.-3 95 % € mind/
- = He menee 75 % (Q) oT HOMUHAIBHOTO
Un!t-4 / Tabn.-4 99 % copepxanns C3sHzoN4O; (Tenmucapras)
Unit-5 / Tabn.-5 99 % uepes 45 MHH.
Unit-6 / Tabn.-6 99 %
Hydrochlorothiazide / Unit-1 / Tabxn.-1 98 % Not less than 75 % (Q) of the labeled
TunpoxsopoTnazuj Unit-2 / Tab5.-2 98 % amount of C;HgCIN304S

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt coorsercTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

N2
Prepared by / Checked by / (« % 5;_6-’-5; “Approved by: Manager/Executive /
[ToaroToBieHoO: gﬁ ' ITposepeHo: g/’f// Onobpero: Menemkep / PykoBoauTeb
Date / o8-70? Date / o-oZ-)o)/ Date/ 30 0§ A%
Hara: 30 L( Hara: & g-2¢ Hara: k




Qe
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg R
Hpoayxr: Teacapran” H (rugpoxnopornasnatrenvucapran) Tabnetku 12,5 mr+80 mr

Market / PoIHOK

: Russia / Poceust

Batch No. / . C2411183 Batch Quantity / . 650000 tab /

Cepust Ne ) Pa3mep cepun * 650000 Tab

Analytical Repourt No./ . 890001758379 Date of Analysis / . 28/08/2024

AHaauTH4ecKHii oTueT Ne Jlata aHaH3a

Date of Manufacture / . 15/07/2024 Date of Expiry / . 30/06/2026

Jata npouszBoacTBa I'ogen no

Mfg. License No. /

IIpou3BOACTBEHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JII1-Ne(001632)-(PI'-RU)

JuueH3HA Ne .

Analysis perfor_med according ND / AHajiu3 npoBefieH no HI[:FII'I-.N'Q(OO1632)-(PF-RU)-040823

Page3of 7/Crp.3m37

Ne |Test / IlokazaTesinb Result / Pe3yabTaTsl Specification / Hopma
Unit-3 / Tab1n.-3 98 % (Hydrochlorothiazide) in 45 min. /
Unit-4 / Tabn.-4 99 % He menee 75 % (Q) OT HOMHHAJIBHOTO
Unit-5 / Ta6n.-5 96 % cogepxanust C7HzCIN3O4S,
Unit-6 / Tabxa.-6 97 % (rnApOXJIOPOTUA3HA) Uepe3 45 MUH.

5 |Impurities / IIpumecn

Telmisartan / TenmucapTaH
Impurity A / [Tpumece A

Impurity B / [Ipumecs B

Impurity D / I[Tpumecs D
Impurity TMS1 /
TTpumecy TMSI

Dimer acid impurity /

JluMepHOH KUCIIOTBI

Chloro analogue impurity /
Xnopo aHanora

Below LOQ (LOQ = 0.003 %) / Huske
npeaeia KOJIMYECTBEHHOTO onpeneNeHus
(TIKO = 0,003 %)

Below LOQ (LOQ = 0.007 %) / Huwxe
npeacia KOJIMYECTBECHHOTO ONMPERCIICHHUA
(TTKO = 0,007 %)

0.01%/ 0,01%

Not detected / He o6HapyxeHa

Not detected / He obHapykeHa

Below LOQ (LOQ = 0.007 %) / Huxe
npeaena KOJIHYECTBEHHOTO OTIPpEAETIEHHs

(TIKO = 0,007 %)

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanwne: [TpoaykT coorBeTcTBYET TpeboBanuaM HJL 3axmouyenue: ONNOBPEHO

7
Prepared by / Checked by / O oy | Approved by: Manager/Executive /
IToaroroBneHo: ) ITpoBepeHo: 3 - Ono6peno: Menemxep / PykoBonuTens
Date / L 20 Date / 2,0-02 - ppa Date/ Ro o e
JHara: 30@8 2(’ JlaTa: 7I[aTa:
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CERTIFICATE OF ANALYS

IS

CEPTUOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Hpoaykr: Tencapran® H (ruapoxnopoTrasua+tenMucapran) tabaerku 12,5 mr+80 mr

Market / Poinox

: Russia / Poccus

Batch No. / . C2411183 Batch Quantity / . 650000 tab /

Cepus Ne ) Pa3smep cepuu © 650000 tab

Analytical Repourt No. / . 890001758379 Date of Analysis / . 28/08/2024
AHaauTHYeCKHii oTueT No JlaTa ananuza

Date of Manufacture / . 15/07/2024 Date of Expiry / . 30/06/2026

Jara npousBoacTea T'onen o

Mfg. License No. /

IpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JII1-Ne(001632)-(PI'-RU)
JuneHsusa Ne

Analysis performed according ND / Anasnn3 nposezleﬁ mo HJI: JITI-Ne(001632)-(PT"-RU)-040823

Page4o0f7/Crp.4u37

Ne |Test / Ilokazaresn

Result / Pe3yabTaThl

Specification / Hopma

Any unspecified impurity /
Ennandnas
HeUAEeHTUHIPOBaHHAS
MpUMECH

Total impurities /
Cymma npumeceit

Below LOD (LOD = 0.017%) / Huxe
npeaena obuapyxenus (ITO = 0,017 %)

0.0238%/ 0,0238%

Not more than 0.20 % / He 6onee 0,20 %

Not more than 1.0 % / He 6o1ee 1,0 %

Hydrochlorothiazide /
['uppoxnoporuaszua

Impurity A / IIpumecs A

Impurity B / ITpumecs B

Impurity C / [Tpumecs C

Any unspecified impurity /
EnvHuyHas

HeuaeHTH GULPOBaHHAS
pUMEChH

Total impurities /
CymMmMa npumMeceii

Not detected / He obHapyxeHa

0.03%/ 0,03%

Below LOQ (LOQ = 0.03 %) / Huxe
npenena KOJIHYECTBEHHOrO OTpeeSIeHH
(ITIKO = 0,03 %)

0.06%/ 0,06%

0.1%/ 0,1%

Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.50 % / He 6onee 0,50 %
A

Not more than 0.20 % / He 6oinee 0,20 %

Not more than 1.0 % / He 6onee 1,0 %

Remarks : The Product confirms to ND/
Mpumeuanue: [TpoxykT cooTBeTcTBYeT TpeboBaHuM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

i Approved by: Manager/Executive /

* A
Prepared by / Checkedby /. — _ & © "r
IToarorosneHo: gzé:ﬁ_ Hp(mepeﬁo_gy Ono6peno: Menemxep / PykoBoauTelb
W S
Date / ‘Dg"% Date / 0 ~-0Z-o22 Date/ T 0 -0R Nty
Jara: ‘30 w Jlara: “g JarTa:
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

[Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Hpoaykt: Tencapras® H (rugpoxiopotrasua+renMucaptan) tabnetks 12,5 mr+80 mr

Market / Poinox : Russia / Poccust

Batch No. / . C2411183 Batch Quantity / . 650000 tab /
Cepus Ne ) Pasmep cepun " 650000 Tab
Analytical Repourt No. / . 890001758379 Date of Analysis / . 28/08/2024
AHajuTHYecKH# oTyeT N Jata ananuza

Date of Manufacture / . 15/07/2024 Date of Expiry / . 30/06/2026
Jata npousBoacTea Togen g0

Mfg. License No. /
IIponsBoacTBeHHast

: 59/RR/AP/97/F/R

anuneHzus Ne S
\&alysis performed according ND / Ananus nposeged no HJI: JITI-Ne(001632)-(PT'-RU)-040823

MA number: / Homep PY : JI[1-No(001632)-(PI'-RU)

Page50f7/Crp.S5u3 7

Ne | Test / ITokazarean

Result / Pe3yabTathl

Specification / Hopma

6 |Water content / Conepskanue
BOJbI

1.8% /1,8 %

Not more than 6.0 % / He 6onee 6,0 %

7  |Uniformity of dosage units / OxHOpOAHOCTE 103MPOBAHHBIX €AHHHIL

Telmisartan / TenmucapTaH

Hydrochlorothiazide /
["uapOXnOpoTHA3HA

2.6/2,6

5.4/5,4

The acEeptance value (AV) should be less
than or equal to 15.0 / [TokasaTens
npuemnemoct (AV) nomkeH ObITh He Hoiee
15,0

8 |Microbiological purity* / MukpoOuonornyeckas 4HcToTa*

a) Total Aerobic Microbial
Count / Ob1iee uncio
a’pOBHBIX MHKPOOPraHM3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) Total Combined Yeast and
moulds count / O6iiee uncno
OPOXOKEBBIX H MIECHEBbIX
rpuboB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10 CFU/g /
He 6onee 10> KOE/r

c¢) Escherichia Coli

Absent in 1 gram /
OtcyrctByeTB I I

Shall be absent in 1 gram /
OrcyrctBue B 1 1

9 |Assay/ KoiimuecTBeHHOe onpefesieHne

Telmisartan / TenmucapTan

Hydrochlorothiazide /
I'mapoxnoporuazun

80.0 mg / 80,0 mr

12.517 mg /12,517 mr

76.0 mg to 84.0 mg of C33H30N4O,
(Telmisartan) per tablet. /

Or 76,0 MTI" O 84,0 Mmr C33H30N402
(TenMucapTaH) B TabneTKe.

11.875 mg to 13.125 mg of CsHsCIN304S:
(Hydrochlorothiazide) per tablet. /

Orl 1,875 MI" 1O 13,125 Mr C7HsCIN3O,4S;
(ruppoxynopoTrHasun) B TabaeTKe.

Remarks : The Product confirms to ND/
Ipumeuanwne: [poayxt coorseTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / L5, | Approved by: Manager/Executive /
IToarorosneHo: ?ﬁ_ﬂ IIposepeHo: gff&“f( ~ Onobpero: Menemxkep / PykoBonuTesb
Date / 2008 ._2029 Date / 206-02-p024 Date./ TO R NN
Jara: Jara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mpoaykr: Tencapran® H (rugpoxnoporrazua+renMucaptan) Tabetku 12,5 mr+80 mr

JuueH3ua Ne

Market / PoiHOK : Russia / Poccust

Batch No. / . C2411183 Batch Quantity / . 650000 tab /

Cepust Ne ) Paszmep cepun * 650000 Tab

Analytical Repourt No. / . 890001758379 Date of Analysis / . 28/08/2024
|AHaJIHTHYeCKHIT oTueT No Jata anaqusa

Date of Manufacture / . 15/07/2024 Date of Expiry / . 30/06/2026

JlaTa npoussoacTea Togen a0

Mfg. License No. /

IIpousBoaCcTBeHHAN : 59/RR/AP/97/E/R MA number: / Homep PY : JII1-Ne(001632)-(PT-RU)

Analysis performed according ND / Anaau3 nposenen no HJI: JITT-Ne(001632)-(PI'-RU)-040823

Page 6 0of 7/ Crp. 6 37

Ne |Test/ IlokazaTenn Result / Pe3yabTaThl Specification / Hopma
10 |Packaging / Onucanue 7 tablets in a (PVC/Al/PA) foil/aluminum foil blister. 4 blisters and a patient
YHI2KOBKH information leaflet (package insert) in a carton. /

Io 7 Tabaetok B iuctepe us (IIBX/AVTIA) dhonbru/anromunmeBoit donsri. [To 4
6McTepa BMECTE C MHCTPYKIHMEH 1O TPUMEHEHNIO (THCTKOM-BKIIA/IBIIIEM) B MAUKY
KapTOHHYIO.

*Test is performed periodically (with the interval of 1 from 20 batches, or at least once a year). The test can be absent in the Certificate
of Analysis / *ITpoBoauTCs MPOU3BOJANTENIEM NMPH BBIIyCKE IEPHOANYECKH (C UHTEPBATOM ofiHa cepus u3 20 uin He MeHee 1 pa3a B roj).
IToxasarens MoXxeT 6bITh HE BKAIOUCH B cepTU(UKAT aHanu3a QUPMBIL.

Telmisartan /

npouspoaurens I'JID:

API name (INN) / Hydrochlorothiazide /
HaumenoBanue ADC (MHH): T'uapoxnoporrasun Tenmucaptad
API manufacturer batch number / 20126HCRII ABPH009681
Homep cepnu npoussoautess APC: ABPH009789
ABPHO010124
FP Manufacturer API Batch number / FCPAO00568 FCPA01818
Howmep cepun cydbcTaHUHH FCPA01900
FCPA02041

API Manufactured by & country /
IIpousBoantear APC, crpana:

Ipca Laboratories Limited, India /
Unka Jlaboparopus Jlumuten, Unnus

Dr. Reddy’s Laboratories Ltd., India /
H-p Pennun’c JTabopatopuc JiTa.,
WUunus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

Survey No. 41, (Formulations Technical Operations - Unit-III), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District., Bachupally (V),

Remarks : The Product confirms to ND/

IIpameuanue: [Ipoaykt coorBeTcTBYET TpeboBanusam H]T

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Wl
Prepared by / Checked by / o 28 o ;'_, Approved by: Manager/Executive /
IloarorosrneHo:; IIposepeno: er Onobpeno: Menemxkep / Pyxoronurens
=il 3~
Date / ) Date / Date /
0/&@* OK-D024 30 - -\
Hara: 3 ?A/ Hata: 0 & Jata: he
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJTIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg

Tpoayxr: Tencapran® H (ruapoxnoporuazua+renMucapran) Tabaetku 12,5 mr+80 mr

Market / Pbinok : Russia/ Poccus

Batch No. / . C2411183 Batch Quantity / . 650000 tab /

Cepus Ne ) Pa3mep cepun " 650000 Tab

Analytical Repourt No./ . 890001758379 Date of Analysis / . 28/08/2024
AHasmmTu4YecKHi oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 15/07/2004 Date of Expiry / . 30/06/2026

Jara npousBoacTea T'ogen go

Mfg. License No. /

Iponssoacreennan : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001632)-(PT-RU)
JMueH3na Ne -

| Analysis performed according ND / Anaaus nposeaen mo HJI: JIITNQ(001632)-(PF -RU)-040823

Page 7of 7/ Crp. Tm3 7

HaumeHoBaHue, agpec, JHIEH3HSA NI Bachupally (M), Medchal - Malkajgiri (Dist.), Telangana State, India (license
IIpousBoacTBEeHHAS MJIOWAAKA / No 59/RR/AP/97/F/R) /

Yuactok Ne 41 (ITpoussoacrsenHoe noapaznenenue-111), bauynannu
Bunnamx, bayynannm Manpan, Meguan Mankamkrupa JIMCTpUKT,
bauynannu (B), bauynamu (M). Meauan-Mankamkrupu (J), wwrat Tenanrana,
Hnpus (nuuensus nomep S9/RR/AP/97/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is established».

3axuioueHne o cooTBeTcTBHH: «HacTosmMm s NOATBEPKIAK0, YTO MPHBEJEHHAS Bbillle HHOOPMALIUS SBISETCS
JIOCTOBEPHOH M TO4HOH. DTa cepus NPOAYKLMH MPOU3BEAeHA (BKIIOUAsl YNaKOBKY (MapKUPOBKY) U KOHTPOIb
KayecTBa) Ha BbIIEYKA3aHHOW TNPOM3BOJACTBEHHOM MIOMaAKe (TJIOIIAAKAX) B TONHOM COOTBETCTBHH C
TpeboraHuamu [lpaBun Hapsexalueil MPOWU3BOJACTBEHHON MPAKTUKU EBpasuiickoro 5KOHOMHUYECKOTO COHo3a U
TpeOOoBaHUAMH KOHTPOJIS Ka4yecTBa JEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBHH CO CHELUU(QUKALUIMY,
COJIEPXKAILUMMHCS B PETUCTPALMOHHOM JIOChE CTPaHbI-UMIIOPTEPA. 3aMUCH MO TPOU3BOACTBY, YIAKOBKE U aHANU3Y
NPOBEPEHBl, U YCTAHOBJICHO WX COOTBETCTBHE TpeboBaHusAM [IpaBun Haanexxaulied MpoU3BOACTBEHHOH MPAaKTUKH
EBpa3zuiickoro 3kOHOMUUYECKOTO COKO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

I pumeuanne: [Iponykt coorBercTByeT TpeboBanusm HJJ 3akawuenne: OJOBPEHO
V4]

Prepared by / Checked by / C,”/ | Approved by: Manager/Executive /
[MoaroroBneHo: ﬂ Hposepem@éi/ Onobpeno: Menemxep / Pykosogurens
4 ;‘ S

Date / 30’98"20‘2“ Date / 2o-0%-2024 Date / 36 .08 A

Hara: Jlara: Jlata:




