
•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTl1<I>l1KA T AHAJn13A 

Product: Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg 
Ilpo.u:yKT: Tencapmtt°'' H (rn.u:pox11oporna111.[(+Te11M11capmtt) rn6neTKH 12,5 Mr+40 Mr 

Market/ PMHOK : Russia / Poccm1 

Batch No./ 
: C2601376 

Batch Quantity/ 400000 tab I 
CepnH N!! Pa3Mep cepnn 

: 
400000 Ta6 

Analytical Report No./ 
: 890001864639 

Date of Analysis / 
: 10/02/2026 

AuannTnqecKnu oTqeT N!! ,l(aTa auann3a 
Date of Manufacture / 

: 29/12/2025 
Date of Expiry / 

30/11/2027 
,l(aTa DPOU3B0)]:CTBa ro.u:eu.u:o 

: 

Mfg. License No. / 
TTpott3BOJ:J;CTBeuuasi : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIT-N~(00l 632)-(Pf-RU) 
JJHQeH3HH N2 

Analysis performed according ND/ Auann3 npoBe,u:eu no H,ll;: JIII-N!!(001632)-(Pr-RU)-040823 
Labeling and artworks approved:/ MapKnpoBKa n MaKeThI YTBepm,a:eub1: 17.02.2025 

N!! Test/ IloKa3aTeJih 
1 Description / Onucauue 

2 Identification / 
II.u:enTmj>uKan;uH 
telmisartan and 
hydrochlorothiazide / 
TeJIMHCapTaH" 
ru.u:poxnop0Tna3u.u: 

Page 1 of6 / CTp. 1n36 
Result/ Pe3YJihTaThI Specification/ HopMa 
Oblong biconvex bilayered tablets with Oblong biconvex bilayered tablets with light 
light pink layer on one side and white pink to pink layer on one side and white to off 
layer with pink patches on the other white layer with possible pink patches on the 
side with break line and 'T' & 'l' other side with break line and 'T' & 'l' 
debossed on either side of break line. / debossed on either side of break line. / 
OsanhHOtt qiopMbI, .[(B051KOBhITTYKJ1b1e, OsanhHOtt qiopMbl, L\B051KOBhmyK11b1e, 
L\ByxcnottHbie m6neTKH, O.D:HH cnoi1 .[(ByxcnottHbie m611eTKH, OL\MH cnow OT 
cserno-p03osoro usern, L\pyroi1 cnoi1 cserno-po3osoro L\O po3osoro usem, L\pyroi1 
6enoro useTa c BKpanneHH51MH cnoi1 OT 6enoro L\O no4TH 6enoro useTa c 
p030B0f0 usem. Ha 6enoi1 B03MO)KHbIMM BKpanneHM51MM p030BOro 
nosepXHOCTH m6neTOK HMeeTC51 pttcKa l.tBeTa. Ha 6e11oii noeepXHOCTM Ta611eTOK 
H THCHeHH51 «T» H «1 » no pa3Hble l tMeeTC51 pl!CKa II TI !CrieHIJ51 «T» H «1 » no 
CTOpOHbl OT Hee. 

The retention time of the main peaks 
in the chromatogram of the test 
solution correspond to that in the 
chromatogram of Telmisartan and 
Hydrochlorothiazide reference 
standards solution. I BpeMeHa 
y.[(ep)KHBaHH51 OCHOBHbIX nHKOB Ha 

pa3HbJe CT0p0Hhl OT Hee. 

The retention times of the main peaks in the 
chromatogram of test solution should 
correspond to those in the chromatogram of 
Telmisartan and Hydrochlorothiazide 
reference standards solution (section 
"Assay"). I 
BpeMeHa y.[(ep)KHBaHH51 OCHOBHblX nHKOB Ha 

xpoMaTorpaMMe 11cnb1TyeMoro xpoMaTorpaMMe 11cnb1TyeMoro pacrnopa 
pacrnopa COOTBeTCTBYfOT speMeHaM .[\OJl)KHbl COOTBeTCTBOBaTb BpeMeHaM 
y.[(ep)KttBaHH51 OCHOBHblX nHKOB Ha y.[(ep)KHBaHH51 OCHOBHblX nHKOB Ha 
xpoMarnrpaMMe pacrnopa xpoMaTOrpaMMe pacTBopa cmH.[(apTHhIX 
cmH.[(apTHbIX o6pa3UOB TeJlMHCapmHa o6pa3UOB TeJlMHCapTaHa 11 
11 rtt.[(poxnoporna.3H.[(a. 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpnMeqauue: I1pOL\YKT coorneTcrnyeT Tpe6osaHM51M H,ZJ; 3aKmoqeuue: O,Ll;OliPEHO 

I -
Prepared by I # Checked b~ - n _,J .,. Approved by: Manager/Executive / 
I1o.[(rOTOBJieHo: fl posepeH ~ O.[(o6peHo: MeHe.[()Kep / PyKoBOL\MTeJib 

P±:-. 
Date/ J6 -o J.-- <2£) M Date/ Q6'-o2-=-~ 2 b Date/ U,-i,J-----"°Yb 
L{aTa: .[{am: .[{am: 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTl1cI>l1KAT AHAJJl13A 

Product: Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg 
ITpo,!lyKr: TcncapTaH" H (n1,o:poxnoporna.311,L\+TenM11caprnH) rn6neTKH 12,5 Mr+40 Mr 

Market/ PMHOK : Russia / Poccm1 

Batch No./ 
: C2601376 

Batch Quantity/ 400000 tab/ 
CepuSI .M! PaJMep cepuu 

: 400000 rn6 
Analytical Report No./ 

: 890001864639 Date of Analysis / 
: 10/02/2026 

AuaJinTnqec1mii oTqeT .M! ,[(aTa auaJiuJa 
Date of Manufacture/ 

: 29/12/2025 Date of Expiry / 30/11/2027 
.[(aTa npoHJB0,UCTBa ro.ueu ,11;0 

: 

Mfg. License No./ 
IlpOH3B0)lCTBCHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JJI1-.N2(001632)-(Pr-RU) 
JIHUCH3HH N2 

Analysis performed according ND/ Aua.11u3 np0Be,11;eu no H)];: JIIl-.N'!!(001632)-(Pr-RU)-040823 
Labeling and artworks approved:/ MapKHPOBKa u MaKeTbI yTBep,K,11;eub1: 17.02.2025 

3 Disintegration time / 10 min/ 10 MHH 
Pacna)l;aeMOCTh 

4 Dissolution / PacTBopeuue 
Telmisartan / TenMttcaprnH Unit-I/ Ta6n.-1 99 %199 % 

Unit-2 / Ta6n.-2 97 %197 % 
Unit-3 / Ta6n.-3 98 %/ 98 % 
Unit-4 / Ta611.-4 99 %199 % 
Unit-5 / Ta611.-5 96 %/96 % 
Unit-6 / Ta611.-6 99 %199 % 

Hydrochlorothiazide / Unit-I / Ta611.-l 103 % / 103 % 
rtt,L\pOXJlOpOTHa.311,L\ Unit-2 / Ta6n.-2 99 %/99 % 

Unit-3 / Ta6n.-3 101 %/ 101 % 
Unit-4 / Ta611.-4 96 %/96 % 
Unit-5 / Ta6n.-5 102 % / 102 % 
Unit-6 / Ta611.-6 102%/102¾ 

5 Impurities / IlpnMecu 
Telmisartan / Te11M11caprnH 
Impurity A / I1p11Mecb A 0.0035 %/ 0,0035 % 
Impurity B / I1p11Mecb B 0.01 %/ 0,01 % 
Impurity D / I1p11Mecb D 0.0041 %/ 0,0041 % 
Impurity TMS 1 / Not detected / He o6Hapy)l(eHa 
I1p11Mecb TMS 1 
Dimer acid impurity/ Not detected / He o6Hapy)l(eHa 
,UttMepHOH KHCJlOTbl 

Remarks : The Product confinns to ND/ 
IlpnMeqauue: I1pO.L\YKT coorneTcrnyeT Tpe6oBaHH51M H,U 

Prepared by / ,-,(____j} 
I10,nroT0B11eHo: ~~~ 

Date/ 
,Uarn: 

Date/ 
,Uarn: 

Page 2 of 6 I C rp. 2 HJ 6 
ftt,L\pOXJlOpOTHa.311,L\a(pa.3,L\eJl 
«KoJT111rncrneHHoe onpe,L\eJ1eH11e»). 
Not more than 15 min/ 
He 6onee 15 MHH. 

Not less than 75 % (Q) of the labeled amount 
of C33H30N4O2 (Telmisartan) in 45 min. I 
He MeHee 75 % (Q) OT HOMHHaJTbHOro 
co,nep)l(aHttsr C33H30N4O2 (Te11M11caprnH) 
qepe3 45 MHH. 

Not less than 75 % (Q) of the labeled amount 
of C1HsClN3O4S2 (Hydrochlorothiazide) in 
45 min. I 
He MeHee 75 % (Q) OT HOMHHaJlbHOro 
co,nep)l(aHttSI C1HsClN3Q4S2 
(rtt.L\pOXJlOpOTHa.311,[() qepe3 45 MHH. 

Not more than 0.20 % / He 6011ee 0,20 % 
Not more than 0.20 % / He 6onee 0,20 % 
Not more than 0.20 % / He 6011ee 0,20 % 
Not more than 0.20 % / He 6011ee 0,20 % 

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

Conclusion : APPROVED / 
3aKmoqeuue: O,UOliPEHO 

Approved by: Manager/Executive / 
O,L\o6peHo: MeHe,L\)!<ep / PyK0B0,n11TeJ1b 

Date/ 
,Uarn: 



•·· Dr. Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKA T AHAJII13A 

Product: Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg 
Ilpo;::i:y1n: TencaprnH°') H (rn;::i:poxnoporn33tt;::i:+renM11caprnH) rn6neTKH 12,5 Mr+40 Mr 

Market/ PblHOK : Russia / Poccmr 

Batch No./ 
: C2601376 

Batch Quantity I 400000 tab/ 
CepuH .M, PaJMep cepuu 

: 400000 rn6 
Analytical Report No./ 

: 890001864639 Date of Analysis / 
: 10/02/2026 

AuaJIHTnqec1mu oTqeT .M! .LJ:aTa aHaJIH3a 
Date of Manufacture / 

: 29/12/2025 Date of Expiry / 30/11/2027 
.LJ:aTa DPOH3B01lCTBa ro;::i:eu 1l0 

: 

Mfg. License No./ 
IlpOH3B0,!l;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-NQ(00l 632)-(Pf-RU) 
JJHUeHJHH N~ 
Analysis performed according ND/ AuaJIHJ npOBe;::i:eu no H.LJ:: JIII-.M,(001632)-(Pr-RU)-040823 
Labeling and artworks approved:/ Map1mpoBKa u MaKeThI YTBep,K/1:eHhl: 17.02.2025 

Page 3 of 6 / CTp. 3 HJ 6 
Chloro analogue impurity/ 0.01 %/ 0,01 % Not more than 0.20 % / He 6onee 0,20 % 
Xnopo aHanora 
Any unspecified impurity/ Below BDL (BDL= 0.006 %) / Htt)Ke Not more than 0.20 % / He 6onee 0,20 % 
E;::i:ttHHqHaH rropora perncTpaUHH (TIP= 0,006 %) 
Hett;::i:eHTH~HUHpOBaHHa51 
rrpttMeCh 
Total impurities/ 0.03 %/ 0,03% Not more than 1.0 % I He 6onee 1,0 % 
CyMMa rrp11Meceii 
Hydrochlorothiazide / 
ftt;::i:poxnopOTHaJH,l:( 

Impurity A/ Tip11Mech A Not detected/ He o6Hapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 
Impurity B / TipttMecb B 0.06 %/ 0,06 % Not more than 0.50 % / He 6onee 0,50 % 
Impurity C / ITpttMech C 0.04 %/0,04% Not more than 0.50 % / He 6onee 0,50 % 
Any unspecified impurity/ Below BDL (BDL= 0.013 %) / Htt)Ke Not more than 0.20 % / He 6onee 0,20 % 
E;::i:ttHHqHaH rropora perncTpaUHH (TIP= 0,013 %) 
Hett;::i:eHTH~HUHpoBaHHa51 
npHMeCb 
Total impurities/ 0.1%/0,1% Not more than 1.0 % I He 6onee 1,0 % 
CyMMa npttMeceii 

6 Water/ Bo;::i:a 1.4 % / 1,4 % Not more than 6.0 % / He 6onee 6,0 % 
7 Uniformity of dosage units/ O;::i:HOP01lHOCTh ll03HDOBaHHhIX el{HHHU 

Telmisartan / TenMttcaprnH 2.4 I 2,4 
Hydrochlorothiazide / 5.0 I 5,0 
ftt;::i:poxnopoTHaJH;::i: 

Remarks : The Product confirms to ND/ 
IlpuMeqauue: ITpo;::i:yKT coorneTcrnyeT Tpe6oBaHHHM H.U 

Prepared by/ _J?., _j} 
Tio;::i:roTOBJleHo: y .-1-

Date I 2-6 rp 2-~ 20 2---b 
.Uarn: 

Date I 
.Uarn: 

The acceptance value (AV) should be less 
than or equal to 15.0 I TioK33aTenh 
nptteMneMOCTH (AV) ;::i:on)KeH 6bITh He 6onee 
15,0 

Conclusion : APPROVED I 
3aKmoqeuue: • O.LJ:OliPEHO 

, Approved by: Manager/Executive/ 
O;::i:o6peHo: MeHe;::i:)Kep / PyKoBO;:(HTeJlb 

Date/ 
,Uarn: 



••· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<PI1KA T AHAJJI13A 

Product: Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg 
llpo11:y1n: Tencaprnttuu H (rn.D,poxnoporna:m:.D,+reJIM11caprntt) Ta6JieTKH 12,5 Mr-t-40 Mr 

Market/ PhlHOK : Russia/ Poccm, 

Batch No./ 
: C2601376 Batch Quantity / 400000 tab/ 

CepuH .N'!! Pa3Mep cepuu 
: 400000 Ta6 

Analytical Report No. / 
: 890001864639 

Date of Analysis / 
: 10/02/2026 

AuaJiuruqec1mu oTqeT .M! ,/l;aTa auaJiu3a 
Date of Manufacture/ 

: 29/12/2025 Date of Expiry / 30/11/2027 
.ll:aTa np0H3B0/1:CTBa roi:i:en 11:0 

: 

Mfg. License No./ 
IIpOH3B0ACTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JII1-N~(001632)-(Pr-RU) 
JIHl.(eH3HH .N'! 

Analysis performed according ND/ AnaJIH3 np0Be11:en no H,n:: JIII-.M!(001632)-(Pr-RU)-040823 
Labeling and artworks approved: / Map1rnpoBKa u MaKeThI YTBepm_uenh1: 17.02.2025 

Pa2e 4 of 6 / CTP. 4 H3 6 
8 Microbiological purity*/ MnKpo6uoJioruqecKaH qucTOTa* 

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 103 CFU/g I 
Count I O6mee q11cno Mettee 10 KOE/r He 6oJiee 103 KOE/r 
a3po6ttb[X MHKpooprattH3MOB 
b) Total Combined Yeast and Less than 10 CFU/ g I Not more than 102 CFU/g / 
moulds count / O6mee '-IHCJJO Mettee 10 KOE/r He 6oJiee 102 KOE/r 
.D,pOJIOKeBblX 11 nJiectteBbIX 
rptt60B 
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram / 

OTCYTCTByeT B 1 r OTCYTCTBHe B 1 r 
9 Assay/ KoJiuqecTBenuoe onpeti:eJienue 

Telmisartan / TeJIMttcapTatt 40.2 mg I 40,2 Mr 38.0 mg to 42.0 mg of C33H30N4O2 
(Telmisartan) per tablet. / 
OT 38,0 Mr .D,O 42,0 Mr C33H30N4O2 
(TeJIMHCaprntt) B Ta6JieTKe. 

Hydrochlorothiazide / 12.644 mg I 12,644 Mr 11.875 mg to 13.125 mg ofC1HsClN3O4S2 
r0.D,pOXJIOpOTHa3H.D, (Hydrochlorothiazide) per tablet./ 

OT 11,875 Mr .D,O 13,125 Mr C1HsClN3O4S2 
( rn.D,pOXJIOpOTHa3H.D,) B Ta6JieTKe. 

10 Packaging / Onucauue 7 tablets m a (PVC/Al/PA) 7 tablets in a (PVC/Al/PA) foil/aluminum 
ynaK0BKH foil/aluminum foil blister. 4 blisters and foil blister. 2 or 4 blisters and a patient 

a patient information leaflet (package information leaflet (package insert) in a 
insert) in a carton. / carton. 
ITo 7 Ta6JieTOK B 6JIHCTepe 113 6 or 10 tablets in a (PVC/Al/PA) 
(ITBX/ Al/ITA) q>OJibrtt/aJJIOMHttHeBOH foil/aluminum foil blister. 3 blisters and 
qJOJibnI. ITo 4 6JIHCTepa BMeCTe c patient information leaflet (package insert) in 
0ttcTpyKu0etf no rrpttMetteHHIO a carton./ 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
llpnMeqauue: ITpo.D,yKT cooTBeTcTByeT Tpe6oBattH51M H)]; 3aKmoqeuue: O,/l;OEPEHO 

' 
Prepared by/ <;Id Checked:~Y.. ~ -Approved by: Manager/Executive/ 
ITo.D,roTOBJietto: ITpoaepc -~ O.D,o6petto: Mette.D,)Kep I PyKOBO.D,HTeJih ---~ ~ 
Date/ ur-o :;_ .-- 2-D% Date/ 2E d2,. 2-oZB Date/ ?.A,c-v:>-- ~ '7,,oU 
)];am: )];am: llarn: 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<1>11KA T AHAJII13A 

Product: Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg 
Ilpo.[(yKT: TencaprnHc,) H (rn,upoxnoporna:m,u+renM11caprnH) Ta6neTK11 12,5 Mr+40 Mr 

Market / PhIHOK : Russia/ Pocc1151 

Batch No./ 
: C2601376 

Batch Quantity I 400000 tab I 
Cepu» .N"!, PaJMep cepuu 

: 
400000 Ta6 

Analytical Report No./ 
: 890001864639 

Date of Analysis / 
: 10/02/2026 

AuaJiuTuqecKuii oTqeT .N'!! .llaTa auaJiuJa 
Date of Manufacture / 

: 29/12/2025 
Date of Expiry/ 

30/11/2027 
.llaTa np0HJB0/1:CTBa ro,[(eH .[(0 

: 

Mfg. License No./ 
IlpOU3BO~CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-N!!(001632)-(Pr-RU) 
JlMU:eH3UH .N'2 

Analysis performed according ND/ AuaJiuJ npose,a:eu no H,11;: JIIT-.N'!!(001632)-(Pr-RU)-040823 
Labelin2 and artworks approved: / MapKuposKa u MaKeThI VTBep,K,UeHhI: 17.02.2025 

Pa2e 5 of6 / CTp. 5 HJ 6 
(JI11CTKOM-BKJia,UbIWeM) B naYKY Tio 7 rn6neTOK a 6n11cTepe 113 (ITBX/Al/TIA) 
KapTOHHyio. qJOJibf'!1/MIOMl1HHeBOH qJOJibf'J1. TIO 2 HJIH 4 

6m-1cTepa BMecTe c 11HCTPYKQHe:w no 
npHMeHeHHIO (nHCTKOM-BKJia,UbIWeM) B 
naYKY KapTOHHyIO. 
IJo 6 HJIH 10 Ta6JieTOK B 6Jil1CTepe 113 
(TIBX/ Al/TIA) cponhrn/anIOMHHHeao:w 
qJOJibf'H. IJo 3 6JIHCTepa BMeCTe C 
HHCTPYKQHew no npttMeHeHHIO (n11cTKOM-
BKJia,UbIWeM) B na4KY KapTOHHyIO. 

*Test is perfonned periodically (with the interval of I from 20 batches, or at least once a year). The test can be absent in the Certificate of 
Analysis/ *TTpOBO,!ll1TCH npO113BO,!ll1TeJJeM np11 BhmycKe nepHO,!ll1'JeCKl1 ( C 11HTepBaJJOM O,!lHa cep11H H3 20 HJll1 He MeHee I pa3a B ro.u). 
TTOKa3aTeJlb MO)l(eT 6b(Tb He BKJlJO'IeH B cepT11cjJ11KaT aHaJJl13a cjJHpMbl. 

API name (INN) / Hydrochlorothiazide / Telmisartan / 
HauMeuosauue A<l>C (MHH): rH,upOXJIOpOTl1a3H,U TenMHcaprnH 

API manufacturer batch number / 
22050HC10RII ABSH001950 

HoMep cepuu npoHJso,a:uTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTauu,uu FCQA00032 FCSA00596 
np0H3B0.[(HTeJIH r Jl(J>: 
API Manufactured by & country/ Ipca Laboratories Limited, India / Dr. Reddy's Laboratories Ltd., India/ 
IlponJso,a:uTeJib A<l>C, cTpaua: 11nKa Jia6opaTOpH3 JlHMHTe,u, 11H,UH51 ,n:-p Pe,u,uH'C Jia6opaTOpHC JIT,u., 

J1H,UH51 

Remarks : The Product confinns to ND/ 
IlpuMeqauue: Tipo,uyKT coorneTcrnyeT Tpe6oaaHH51M H,n: 

Conclusion : APPROVED / 
3aKmoqeuue: O,lJ;OliPEHO 

Prepared by/ ,-,.Lu 
Tio,uroTOBJieHO: ~ __r::--,, 

Date/ 
Ilarn: 

Date/ 
Ilarn: 

z_Q-cQ,-2o2-B 

Approved by: Manager/Executive / 
O,uo6petto: Mette,l].)Kep / PyKOBO.UHTeJib 

Date/ 
Ilarn: 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<l>I1KAT AHAJH13A 

Product: Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg 
IlpO,!J;YKT: Te11capTaH<1<1 H (rn.npox11oporna1H.n+re11MHcapTaH) Ta611eTK'.H 12,5 Mr+40 Mr 

Market/ PbIHOK" : Russia / Poccm, 

Batch No./ 
: C2601376 Batch Quantity/ 400000 tab/ 

Cepnsi .N!! PaJMep cepnn 
: 400000 Ta6 

Analytical Report No. / 
: 890001864639 

Date of Analysis / 
: 10/02/2026 

AHaJIHTH'lecKnii 0T'leT .N!! ,UaTa aHaJIHJa 
Date of Manufacture / 

: 29/12/2025 Date of Expiry/ 30/11/2027 
)J;aTa DP0HJB0.LJ.CTBa ro,!J;eH .JJ;0 

: 

Mfg. License No./ 

ITpOH3B0.[lCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JUI-N2(001632)-(Pf-RU) 
JJHQeH3HH .N°2 

Analysis performed according ND/ AuaJIHJ npoBe.JJ;en no H)J;: JIIl-.N!!(001632)-(Pr-RU)-040823 
Labeling and artworks aooroved: / MapKHPOBKa u MaKen,1 yTBep)K,!leHbI: 17.02.2025 

Name, address, authorization No for 
FP manufacturing site / Control site/ 
Release site / 
HanMeuoBaune, a.JJ;pec, JIHQeHJHSI .JJ;JISI 
IlpOH3B0,!J;CTBeHHaSI DJI0(Qa)J;Ka / 

Page 6 of6 / CTp. 6 HJ 6 
FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village), 
Bachupally (Mandal), Medchal-Malkajgiri (Dist.)., Telangana, India (license 

No 59/RR/AP/97/F/R) I 
flpOH3B0.LJ.CTBeHHOe rro.npa1.ne11em1e - 3, yqaCTKH N!! 41, qaCTb 42, qacTb 45 H 

qacTb 46, :6aqyrra1111H (BH1111a.n)K), Eaqyrra1111H (MaH.nan), Me.nqan­
Ma11Ka.LJ.)KrMpH (,[(HcT.), WTaT Te11attratta, I1H.LJ.H.R (11m~eH3HH HOMep 

59/RR/AP/97/F/R) 

Declaration of certification: «I hereby certify that the above infonnation 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 (No. GMP/EAEU/RU/01293-2024 dt.17 April 2024) and requirements to the medicinal 
quality and with the specifications in the Marketing Authorization dossier of the importing countIy. Production, packaging and testing 

records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». 

3aK"JJIO'feHHe O COOTBeTCTBHH: «HacTO.RIIU1M .R TIO,UTBep)l(J]_alO, L!TO npJ.rne)].eHHaH BbllIJe HHQ)OpMaUt·i.R .RBJJHeTCH ,UOCTOBepHOH H TO'lHOH. 

3Ta cepH.R npo,uyKUHH npOH3Be,UeHa (BKJIIOL!all ynaKOBKY (MapKHpOBKy) 11 KOHTpOJJb Ka'leCTBa) Ha BbTWeyKaJaHHOH np0113B0,UCTBeHHOH 

TIJ!Ollla)].Ke (nJJOllla)].Kax) B TIOJIHOM COOTBeTCTBHH C Tpe6osaHHHMH TipaBHJI Ha)].JJe)l(a!lleH npOH3BOACTBeHHOH npaKTHKH Espa3HHCKOro 

3KOHOMnYecKoro co103a (NQ GMP/EAEU/RU/01293-2024 OT 17 anpeJJH 2024) H Tpe6oeaHH.RMH KOHTpon11 KaLiecTBa JTeKapcTBeHHbIX 
cpe,UCTB, a TaK)l(e B COOTBeTCTBHH co cneum!JHKaUHllMH, co,uep)l(alllHMHCll B perncTpaUHOHHOM ,UOCbe CTpaHbl-HMnOpTepa. 3anHC11 no 

npOH3BOACTBY, ynaKOBKe H aHaJTH3y nposepeHbl, H ycTaHOBJTeHO HX COOTBeTCTBHe Tpe6osaHHllM ITpaBHJI Ha,uJJe)f(a!lleH npOH3B0ACTBeHHOH 

npaKTHKH Espa3HHCKOro 3KOHOMH'leCKOro COI03a». 
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