Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

IHpO[lyKT: Tencapran™ H (ruapoxnopoTnasua-+renmucapran) Tabnetkd 12,5 Mr+80 mr

Market / PsiHok

: Russia / Poccus

Batch No. / , Batch Quantity / 650000 tab /

Cepus Ne f 0T Pasmep cepun ' 650000 Tab

Analytical Repovrt No. / . 890001796188 Date of Analysis / . 28/02/2025
AHanuTudeckHii oTuer Ne JlaTa anaan3a

Date of Manufacture / . 25/01/2025 Date of Expiry / . 31/12/2026

JaTa npou3BoacTBa Toaex a0

Mifg. License No. /

MpoussoacTeeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JII[T-Ne(001632)-(PI"-RU)
JnueHsus Ne

Analysis performed according ND / Ananu3s nposenen mo HJ/L: JITI-Ne(001632)-(PT'-RU)-040823

Page1of 7/Crp.1u3 7

Ne |Test / Ilokasarennb

Result / Pe3yabTaThl

Specification / Hopma

1 |Description / Omacanne

Oblong biconvex shaped uncoated
bilayered tablets having light 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. /
OsanbHO# GopMmBl,
JBOSIKOBBIMTYKJIbIE, IBYXCIIOWHBIE
TabJIeTKH, OJJUH CIIOH CBETJIO-
PO30BOTO LIBETA, APYTO¥ ClIoi
fenoro 1pera ¢ BO3MOXKHBIMHU
BKpaIuieHUsIMH po30Boro ugera. Ha
Oenoii MoBEpXHOCTH TabJIETOK
uMeeTcs prucka U THCHeHUs «T» 1
«2» 10 pa3Hbie 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 POPMBL, ABOSKOBBITYKJIbIE,
JByxcJioiinble TabIeTKy, OMUH CIOH OT
CBETJIO-PO30BOr0 IO PO30BOTO LIBETA,
Jpyroii cioit ot 6enoro N0 MOYTH 6€eJ10ro
I[BETA C BO3MOXXHBIMH BKpaTICHHIMU
posoBoro 1eTa. Ha 6eno#i noBepxHocTH
TabIETOK UMEETCs prcKa U THCHEHUS «T» u
«2» TIO Pa3Hble CTOPOHBI OT HEE.

Remarks : The Product confirms to ND/
Ilpumeuanue: [Iponykt cooTBeTcTBYET Tpebosanuam HJI

-

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / B Checked by / 2. /Q—(/;‘g [ Approved by: Manager/Executive /
IToarorosJieHo: é‘fsc\ i IIpoepeno: ’*/ 0n06peﬂowmxep / PyKOBOIUTEb
= — o
Date / .}eﬂsg Date / D Re2- 8025 Date / gronrrony

Jara: 9/% i JaTa: Jara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

'Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mponykr: Tencapran® H (ruapoxiiopotiasuatreamucapran) tabnerku 12,5 mr+80 mr
Market / PoiHOK : Russia / Poccus
Batch No. / . Batch Quantity / . 650000 tab /
Cepns Ne : 2501070 Pazmep cepuu * 650000 Tab
Analytical RepoI't No. / . 890001796188 Date of Analysis / . 28/02/2025
AHaauTHUYeCKHi oTueT Ne JlaTa aHaH3a
Date of Manufacture / . 25/01/2025 Date of Expiry / . 31/12/2026
Jata nponsBoacTea I'ogen 1o
Mfg. License No. /
IponsBoacTBeHHan : S9/RR/AP/97/F/R MA number: / Homep PY : JIIT-Ne(001632)-(PI"-RU)
JHueH3us Ne
Analysis performed according ND / Auaans nposeaen nmo HJI: JITI-Ne(001632)-(PT-RU)-040823

Page2of 7/Ctp.2m3 7

Ne | Test / IlokasaTenn Result / Pe3yiabTaTst Specification / Hopma
2 |Identification / The retention time of the main peaks |The retention times of the main peaks in the
Haentudnkanus 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
THAPOXJIOPOTHAZH standards solution (section "Assay"). /|"Assay"). /
Bpemena ynep)xHBaHUs1 OCHOBHBIX BpemeHa yiepHBaHUsI OCHOBHBIX IUKOB
IIMKOB HAa XpOMATOrpaMmme Ha XpoMaTorpaMMe UCIBITYEMOIO pacTBOpa
HCITBITYEMOTO pacTBopa JOJDKHBI COOTBETCTBOBATH BpeMEHAM
COOTBETCTBYIOT BpEMEHAM yIepXKUBaHHs OCHOBHBIX TMKOB Ha
yIepXKHUBaH1s OCHOBHBIX NIMKOB Ha XpoMaTorpaMMe pacTBopa CTaHAAPTHBIX
xXpoMarorpaMme pacTsopa 00paslioB TeIMHUCApPTaHa |
CTaHAapTHBIX 06Pa3LOB TENIMUCAPTaHa |THAPOXJIOPOTHA3KAA (pasaen
U rEApOXIopoTHazua (pazaen «KOJIMYECTBEHHOE ONPEAENCHHE).
«KOJNHYECTBEHHOE ONPEAETECHUEY).
3 |Disintegration time / 06 min / 06 MuH Not more than 15 min /
| PacnapgaeMocTh He 6onee 15 muH.
4 |Dissolution / PactBopenne
Telmisartan / Tenmucapran Unit-1 / Tabn.-1 98 % Not less than 75 % (Q) of the labeled
Unit-2 / Tab1.-2 99 %, amount of C33H30N4O» (Telmisartan) in
Unit-3 / Tabn.-3 99 % el
: : He menee 75 % (Q) oT HOMHHAJILHOTO
Un}t-4 /Tabn.-4 98 % conepxanust C3sH3oN4O2 (Tenmucapran)
Unit-5/ Taba.-5 99 % yepes 45 MUH.
Unit-6 / Tabn.-6 100 %
Hydrochlorothiazide / Unit-1/ Ta6n.-1 100 % Not less than 75 % (Q) of the labeled
[ MapoXJIOpOTHAZH Unit-2 / Tabn.-2 99 % amount of C7HgCIN304S,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusm HII Zakmouenune: OJOBPEHO
Prepared by / | Checked by / FAppn_wed by: Manager/Executive /
[oarorosneHo: 6 w i’ [TpoBepenc ' < Onobpeno: mep / PyxoBomuTenb
Date / oy Date / - 902S Date / P
JlaTa: 9/%("0')/ = ( Jlara: 22 . Jarta: 18~o0 2o ¢




' Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
IMpoaywr: Tencapran” H (ruapoxnopornasuatrenvucapran) tabnetku 12,5 Mr+80 mr

Market / PoiHOK

: Russia / Poccus

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

Cepus Ne ¢ L0100 Pa3zmep cepun 650000 Tab

Analytical Repourt No. / . 890001796188 Date of Analysis / . 28/02/2025
AHaJHTHYECKHIT oTUeT Ne JlaTa ananunza

Date of Manufacture / . 25/01/2025 Date of Expiry / . 31/12/2026

JaTta npou3BoacTBa I'onen oo

Mifg. License No. /

TpousBoacTBEHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001632)-(PI"-RU)
JuneHzna Ne

Analysis performed according ND / Auain3 nposesen no HJI: JITI-Ne(001632)-(PT-RU)-040823

Page30of 7/Ctp.3m37

Ne |Test/ IlokasaTens Result / Pe3yabTaThl Specification / Hopma
Unit-3 / Tabn.-3 99 % (Hydrochlorothiazide) in 45 min. /
Unit-4 / Ta6n.-4 102 % He menee 75 % (Q) OT HOMUHAIBHOTO
Unit-5 / Ta6n.-5 100 % conepxanus C7HsCIN3O4S3,
|| Unit-6 / Tabn.-6 97 % (ruppoxnopoTHasuz) depes 45 MuH.
S |[Impurities / lIpumecu
Telmisartan / Tenmucaptan
Impurity A / [Ipumecs A Below LOQ (LOQ = 0.003 %) / Huxe Not more than 0.20 % / He 6onee 0,20 %
npeaesia KOJU4eCTBEHHOro ONnpeneyiCHuA
(TTKO = 0,003 %)
Impurity B / TIpumecs B Below LOQ (LOQ = 0.007 %) / Huxe | N\jot more than 0.20 % / He Gonee 0,20 %
peaeia KOJHYECTBEHHOTO ONpPEeac/ICHUA
(ITKO = 0,007 %)
Impurity D / TIpumecs D 0.02%/ 0,02% Not more than 0.20 % / He 6onee 0,20 %

Impurity TMS1 /
IMpumecs TMS1

| Dimer acid impurity /
JuMepHOi KUCIIOTBI

Chloro analogue impurity /
Xiopo ananora

Below LOQ (LOQ = 0.008 %) / Huxe
Tpefienia KONMUECTBEHHOTO ONIPEENCHUs
(TTKO = 0,008 %)

Not detected / He oOHapyxeHa
Below LOQ (LOQ = 0.007 %) / Hmxe

npe):le.na KOJINYECTBECHHOTO onpeueneﬂm
(TTKO = 0,007 %)

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

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

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

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusaM HJI

Zaxmoyenne: OJOBPEHO
oy

-

Wi
Prepared by / {. ' Checked by /, 5 >~"LApproved by: Manager/Executive /
TloarorosieHo: E_&j l"[pnrsepeﬂo% Onobpeno: Mengmyep / PykoBoaurenb
Date / Date / Date / __'_:%~ v2-207
901 D@el 2025 r
Jata: DL Sl 2o S/ JaTa: Iata:




. @
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Ipoaykr: Tencapran® H (ruapoxIopoTHa3ua+TeIMuIcapTaH) Tabnetku 12,5 Mr+80 mr

Market / PeiHOK

: Russia / Poccus

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

Cepust Ne : (E200R00 Pa3mep cepun * 650000 Tab

Analytical RepOj‘t No./ . 890001796188 Date of Analysis / . 28/02/2025
AnaquTHueckuii oTyer Ne JaTa anajausa

Date of Manufacture / . 25/01/2025 Date of Expiry / . 31/12/2026

Jara npousBoacTea T'onen go

Mfg. License No. /

TpousBoACTEEHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001632)-(PI'-RU)
JHueH3us Ne

Analysis performed according ND / Anaan3s nposeaen no HJI: JITI-Ne(001632)-(PT-RU)-040823

Page4of 7/Crp. 4u3 7

Ne |Test / TlokazaTean

Result / Pe3yabTaThl

Specification / Hopma

Any unspecified impurity /
Enunnunas
HenaeHTHPULUPOBaHHAs
MpUMECh

Total impurities /
'CymMma npumecei

Below LOD (LOD = 0.017%) / Huxe
npezena o6Hapyxenus (10 = 0,017 %)

0.03%/ 0,03%

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

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

'Hydrochlorothiazide /
IMippoxsopoTrHasun

Impurity A / ITpumecs A

Impurity B / [Ipumecs B

Impurity C / [Ipumecs C

Any unspecified impurity /
Envanunas
HenAeHTUPHUIPOBAHHAS
npuMech

Total impurities /
CymMmma npumMecei

Not detected / He oOHapy»xeHa

0.02%/ 0,02%

Below LOQ (LOQ = 0.03 %) / Huxe
npenena KOJM4eCTBEHHOrO ONPENeNICHHS
(TTIKO = 0,03 %)

Below LOD (LOD = 0.034%) / Huxe
npenena obuapysxenus (1O = 0,034 %)

0.04%/ 0,04%

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

Not more than 0.50 % / He 6o51ee 0,50 %

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

Not more than 0.20 % / He 6o1ee 0,20 %

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

Remarks : The Product confirms to ND/
Ipumeuanne: [IponyKT cooTBETCTBYET TpeboBanuam HJI

-

e )

Conclusion : APPROVED /
3akaoyenue: OJJOBPEHO

Prepared by / ) 2 Checked by / /c},/_,vd-/ Approved by: Manager/Executive /
TTOZrOTOBJEHO: [Cv%a:"ﬁb(b p oaepemw Ono6peHo:m&cep / PykoBomuTEh
Date / | Date/ p@ez Qo024 Date/ _

Jara: %,@'),-—')/9 Hara: Jlara: 2402 ~ron g




" Dr.Reddy’s ‘3‘-.'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Ipoaykr: Tencapran® H (ruapoxsiopotiasua+renMucaptas) tabaerku 12,5 mr+80 mMr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / _ 650000 tab /
Cepus Ne + €2501979 Pa3smep cepun * 650000 Tab
Analytical Repourt No./ . 890001796188 Date of Analysis / . 28/02/2025
AHanuTHdecKHii oTdyeT No JlaTa aHaau3a
Date of Manufacture / . 25/01/2025 Date of Expiry / . 31/12/2026
Jarta npou3BoacTa T'open no
Mfg. License No. /
INpousBoacTEEHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001632)-(PT"-RU)
auuexzus Ne
Analysis performed according ND / Ananns nposenen no HJI: JIII-Ne(001632)-(PT-RU)-040823

PageSof 7/Ctp.Smu3 7

'Ne [Test / Iokasares Result / Pe3ybTaThl Specification / Hopma
6 |Water content / Conepxanue |1.4%/1,4% Not more than 6.0 % / He 6onee 6,0 %
BOJBI
7 |Uniformity of dosage units / OqHOpPOAHOCTH JO3HPOBAHHBIX €XIHHHI
Telmisartan / Tenmucapran 1.5/1,5 The acceptance value (AV) should be less
than or equal to 15.0 / [Tokazarens
Hydrochlorothiazide / 1.7/1,7 npuemiieMoctd (AV) nomxkeH ObITh He 6olee
I'uapoxyiopoTHasug 15,0
8 Microbiological purity* / MukpoOuosornueckas 4ucTora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob1uee uncio Menee 10 KOE/r He 6osee 10> KOE/r
a7poOHBIX MUKPOOPTaHH3MOB -
b) Total Combined Yeast and  |Less than 10 CFU/g/ Not more than 10° CFU/g /
moulds count / O6ee uncio  |Menee 10 KOE/r He 6onee 10> KOE/r
JPOMOKEBBIX H TJIECHEBBIX
rpuboB
|c) Escherichia Coli Absent in 1 gram/ Shall be absent in 1 gram /
OtcytctByeTB 1 1 OtcytcTBUE B 1 T
9 |Assay / KoqngecTBeHHOE onpeesieHue o
Telmisartan / Tenmucapras 79.6 mg / 79,6 mr 76.0 mg to 84.0 mg of C33sH3oN4O:
(Telmisartan) per tablet. /
Or 76,0 MTI 10 84,0 Mmr C33H3N4O2
(TenMucapTaH) B TabJieTKe.
Hydrochlorothiazide / 12.612 mg/ 12,612 mr 11.875 mg to 13.125 mg of C;HsCIN3048S;
TuapoxsopoTHasua (Hydrochlorothiazide) per tablet. /
Ot 11,875 mr mo 13,125 mr C;HsCIN3O4S,
(rHAPOXJIOPOTHA3U]T) B TAOJETKE.

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

Hpumeuanue: [TpoayxT coorBeTcTBYET TpeboBanuam HJJ 3axmouenne: OJOBPEHO
D

./

\
A
Prepared by / + | Checked by / 2 Q,ﬂ/ Approved by: Manager/Executive /
TT0ArOTOBJIEHO: [ M(h ITpo r;epei-iW On06peHo: mep / PykoBonutesb
Date / %/O)/,);n/g Date / 02 0QPP2S Date / 0 g-072rn0n s

Jara: Jara: Jlara:




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTM3A

'Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Ipoaykr: Tencapran® H (ruapoxiopotuasiatrenmucapran) 1abnetku 12,5 Mr+80 mr
Market / Peisok : Russia / Poccust
Batch No. / . Batch Quantity / 650000 tab /
Cepus Ne : C2501979 Pasmep cepuu 650000 tab
Analytical Report No. / . Date of Analysis / .
AHasuTHYeCKHH oTyer No * C0UIPOIES Jata anaamsza k2810212025
Date of Manufacture / . 25/01/2025 Date of Expiry / . 31/12/2026
Hdara npousBoacTBa Tojen 20
Mfg. License No. /
MpoussoacTBenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001632)-(PT"-RU)
JHnueH3us Ne

{Analysis performed according ND / Anauus nposegen mo H/1: JITT-Ne(001632)-(PT'-RU)-040823

Page 6 of 7/Ctp. 6 13 7

No | Test / ITokaszaTein Result

/ PesynbTaThl

Specification / Hopma

10 [Packaging / Onucanue

ynaKoBKH

7 tablets in a (PVC/Al/PA) foil/aluminum foil blister. 4 blisters and a patient
information leaflet (package insert) in a carton. /

Io 7 Tabnetok B 6iuctepe u3 (IIBX/AVITA) donsru/anomunmneBoit gonsru. ITo 4
6nucTepa BMECTE C MHCTPYKLMEH 1O IPHMEHEHHIO (JIICTKOM-BKIAJbILIEM) B TTAUKY
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 / *[IpoBoauTcs IPOM3BOANTENEM NPH BBIITYCKE IEPHOANUYECKH (C HHTEPBAIOM ofiHa cepus 13 20 unu He MeHee 1 pasa B rog).

[Toxazarens MOxeT OBITh HE BKIIIOYEH B CEPTHQHK

aT aHaTH3a GUPMBIL.

Telmisartan /

Homep cepun cyOcTaHIHH
npoussogutes I'JID:

API name (INN) / Hydrochlorothiazide /

Hanmenopanne A®C (MHH): lMuppoxnopoTuaszng Tenmucapran
API manufacturer batch number / 22027THCI10RII ABQHO003129
Homep cepuu nponssoantess ADC:

FP Manufacturer API Batch number / FCPAO01752 FCQAO01125

API Manufactured by & country /
Mpouzeoantens ADPC, eTpana:

Ipca Laboratories Limited, India /

Hrka Jlaboparopus Jlumuren,

Dr. Reddy’s Laboratories Ltd., India /
I-p Pennw’c Jlaboparopuc JItx.,
Unans

Hupusa

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

HaumenoBanue, aapec, THICH3H JJIA
IIpon3BoacTBeHHAs! MIOMIALKA /

Survey No. 41, (Formulation
Village, Bachupally Mandal,

s Technical Operations - Unit-IIT), Bachupally
Medchal Malkajgiri District., Bachupally (V),

Bachupally (M), Medchal - Malkajgiri (Dist.), Telangana State, India (license

No

S9/RR/AP/97/F/R) /

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoxyXT COOTBETCTBYET TP

eboanusm HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

~Approved by: Manager/Executive /

Prepared by / Checked by / 24

IToarorosneHo: ( { \ Hpo Bepel-mW OnobpeHo: W}Kep / PyxoBoguTenb
Date / %(OVM Date / DO Q- Por2g)| Date / o2~y

Hara: Hara: Hara:
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Dr.Reddy’s €3¢
CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Ipoaykr: Tencapran® H (ruapoxiopoTuasug+renmucapran) tabnerku 12,5 mr+80 mr

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / 650000 tab /

Cepus Ne + C2501979 Pazmep cepun © 650000 Tab

Analytical Report No. / . Date of Analysis /

AHanuTHYecKHuii oTueT No * E000172QISS JlaTa aHanu3a § 2002705

Date of Manufacture / . 25/01/2025 Date of Expiry / . 31/12/2026

JaTta npou3BoJcTBa T'onen no

Mfg. License No. /

TpoussoacTBEHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001632)-(PI"-RU)
Junensus Ne

|Analysis performed according ND / Ananu3 mposegen mo HJI: JIII-Ne(001632)-(PT"-RU)-040823

Page7of 7/Crp. Tu3z 7

Vuactok Ne 41 (IlpousBoacreerHoe noapaszaenenue-1II), bauynammu
Bunamk, Bauynannu Mangan, Meguan Mankamkrupu JuCTpukT,
bauynanmm (B), bauynamu (M). Mengan-Mankamxrupu (), mrar Tenanrana,

| Wupus (munensus Homep 59/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».

3aKJ04eHHe 0 cooTBeTcTBHH: «HaCTOALIMM 51 OATBEPXKIAL0, UTO TPUBE/ICHHAS BbIlIE HHPOPMALNS ABJIAETCS
JOCTOBEPHOM M TOYHOH. DTa cepust NPOAYKLUUH [pOU3BeNeHa (BKJIKOYas YMakoBKy (MapKMPOBKY) M KOHTPOIb
KauecTBa) HA BBIECYKA3aHHON MPOM3BOACTBEHHON moMmanKe (IWIOWIAAKaX) B [OJHOM COOTBETCTBHH C
TpeGoBanusamu [IpaBun Hamexalled NPOM3BOACTBEHHONW MpakTHkKW EBpa3suiickoro KOHOMHYECKOro COK3a H
TpeGOBAHUAMY KOHTPONS KauecTBa JIEKAPCTBEHHBIX CPEACTB, a Takke B COOTBETCTBHH CO CHELH(bHKALMIMH,
COZepKaLIMMECS B PETHCTPALMOHHOM JIOChE CTPaHbI-MMIIOPTEpa. 3aliCH 0 MPOU3BO/CTBY, YIAKOBKE U aHAIU3Y
TPOBEPEHbI, M YCTAHOBJNEHO HX COOTBETCTBHE TpeOoBaruaM [IpaBui Hajulexalleli MPOU3BOACTBEHHOH NPAKTHKH

EBpazuiickoro 3K0HOMHYECKOI0 COH3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeuanue: [IpoxykT cooTBeTcTBYET TpeboBanusam HJI }}g;lcmoqeﬂne: OAOBPEHO

Pos s
Prepared by / N Checked by / 2z % Approved by: Manager/Executive /
[ToaroroBneHo: { [TpoBepeHON3 5% Ono6peﬂommep / PyxoBonuTesnb

Date / 9% o) Date / ZSOZW Date / %ro 2 cnon s

JHara: Jara: Hara:




