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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Page 1 0of 10/Ctp. 1 ia3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoaykr: M6ykams®, Tabaerki, MOKPHIThIE NIEHOYHO# 06osouKon ™, 400 mr + 325 mr

Market / PoiHOK

:Russia / Poccusn

Batch No/

Batch Quantity /

800000.0 tab/

Junens3us Ne

Cepna Ne : V25014?i_ Obnem cepnil " 800000.0 Tab -

Analytical Report No/ - 040003004902 DalEtREUSEl . jo070005

Apandruyecknii oruer Ne | MMara avanam3a =t SR

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2030

Jata mpovsBoncTsa S = | Foaen no e
| Mfg. License No. / VA furber: ]

Ilpon3BoACTBEHHASA : MNB/05/263 ' Homep PY . JIII-Ne(003654)-(PT-R U)

Analysis performed according ND: / Ananns nponeﬁn- no H; Jm-J\ig(003653):(_l-’r-R 1)-101123

Ne |Test / TlokasaTeas

| Appearance /
1  |Ondcaune

Results/ PesynptaThl

Specification / Hopma

Urange tilm-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KancynoBMAHOH (GOpMBI, TOKPHITHIE
NJeHOYHO 060NOUKOH OpaHXeBaro
L(BETA, C PUCKOH HA ONHON CTOPOHE;
Ha NOTEPEYHOM pa3pese — SApo
6enoro uBeTa.

Urange hilm-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyJTOBUIHOM
$hopMBL, MOKpLIThIE MIEHOYHOJ 060710uKoH
OpaHXKeBOr'o 1[BeTa, C pUCKOH Ha ONHOU CTOPOHE,;
Ha NonepeyHoM pazpese — aapo 6enoro win
MouTH 6ENOro 1BeTa.

Remarks : The Product conforms to ND/
Jlowmesanmne: [IpoaykT cootseTcTByeT Tpebosanuam HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /

[ToarorosneHo: Pravesh Rana /

Checked by/
[TposepeHo: Rama Karit

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
PykoBoantens: Amit Kgmar

i B
Reprint Date: Reprint Date: Reprint Date: ¥
Hata: 19.07.2025 Hara: 19.07.2025 Hata: 19.07.2025
Rogstered Offic i 8-2-337, Road Na, 2, Bangrra Hiils, Hyderabad « 500034, Tezlan o, hedia
Jisls 541 U A0 1900, T, #80 G04D00 2807, Ceunil n sl ro d dye,cam

CIM: L8S1254,PLW4PLCO0H 50T

wwwarreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 2 of 10/Ctp. 2 u3 10

"Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
poxyxr: Hbyknua®, TabneTkn, nokpbIThIe NIEHOUHOH 06004Koil, 400 mr + 325 mr |
Market / Poinok : Russia / Poccis
Batch No/ ] Batch Quantity/ ~ 800000.0 tab/ '
Cepuss Ne gL OGbem ceprn ' 800000.0 726 3
Analytical Repovrt No / - 040003004902 Date of Analysis / . 19.07.2025
AnaguTH4YecKui oTuer No _ JaTa ananmMsa o i
Date of Manufacture/ . 06/2025 Date of Expiry / . 05/2030
Hara npowssogerea T _ |Toaewnmo S
Mfg. License No./ MA o
IIpousBosCTBeHNAS - MNB/05/263 DR e . JITI-Ne(003654)-(PT-RU) |
J Homep PY -
JHneH3us Ne |

['_Ailms-is_p_crfal_ncd according ND: / Anamn3 nposesen no HJI: JITI-Ne(003654)-(PT-RU)-101123

The retention times of the main peaks on the|
chromatogram of the test solution should|
correspond to the retention times of the peaks on|
the chromatogram of ibuprofen and paracetamol |
reference standards solution (section Assay) /
BpemeHa ypepxciBadus OCHOBHBIX IHKOB Ha
XPOMaTOrpaMMe UCMBITYEMOro PacTBOPa JOJIKHDI |
COOTBETCTBOBAThL BpEMEHAM YIEPXKHBAHHA ITHKOB |
Ha XpOMaTorpaMMe pacTBOpa CTaHAApPTHBIX
obpasuoB HOynpodeHa W mapauetamona (pasnen
«KonuyecTBEHHOE OMpPE ACNEHUEN)

940.9 mg to 999.1 mg
(970.0 mg+ 3.0 %) /

Ot 940,9 Mr Jile) 999,1 Mr|
(970,0 Mr £ 3,0 %)

] 2 |Identification/ Complies as prescribed/
IoaauuHOCTH CooTBETCTRYET
|
|
|
3 iAverage tablets weight / 969.5 mg/969.5 mMr
| Cpeannn macca TabieTok
1
4 |Disintegration/ 09 min 14 sec/ 09 mMuH 14 cex
PacnagaeMocTth

Not more than 30 min /
He 6onee 30 muu

Remarks : The Product conforms to ND/
Hpwwewaanue: [Ipoaykr cooTeeTcTRYET TpeGopanusam HJT

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by/
[Moaroropneno: Pravesh Rana f '[Iposepeno: Rama Kant

Approved by: Manager/Executive

/Onobpeno: Mene nxxep/

Pykopogutens: Amit Kumar
=

Ddud
Reprint Date: Reprint Date:

Jara: 19.07.2025 Jara: 19.07.2025

Reprint Date:
Hata: 19.07.2025

Registared Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 300934, Telan gans, irdia
Tel +9% 40 900 2900, Fax; 497 <0 3900 2999, Email: mail@drreddys.can
CIN: L85195AP1934PLLC0U04507

wwwv.drreddys.coim




Dr. Peddy's Laboratories Ltd
Formulation Lnit-6

Dr.Reddy’s ‘3.'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 3 of 10/CTp. 3 w3 10

"Product: Ibuclin, film-coated tablets, 400 mg +325 mg
IpoayxT: M6ykaun®, TabaeTkn, noKpbiThie NIeHO4HOH oGomodxori, 400 mr + 325 mr

Market / PhiHOK o :Russia / Pocciig _ 3 &
Batch No/ _ Batch Quantity/ ~ 800000.0 tab/ i
Cepna No B _’_Y2501429 | O6bem cepitn 8000000 a6
Anilygeal Report Noi/ : 040003004902 Date of Analysis /|, 15979025
AHaJIuTHYeCKHi oTyeT Ne JlaTta aHaaM3a = - |
Date of Manufacture / - 06/2025 Date of Expiry/ . 05/2030 ,
JlaTa 1Ipon3BOACTBa | Toaeu go e e an i Y
Mifg. License No./ MA number:/ :
Ilpon3BopcTBenHan : MNB/05/263 Ll : JIII-Ne(003654)-(PT-RU) |
Homep PY
| AnueHsus Ne

‘_Anal'yrsis performed accordiu_gﬁD: ! AHanm3 nbbseneu no H: J]ﬂ—.Ne(003654)—(PF-RU)-lT)1 123

Mot leoo then 70% (Q) of CiyHuO: (ibuprofen)|
after 30 min /

He menee 70 % (Q) Ci3H 502 (vOynpoden) Hepes
30 muH

Not less than 70% (Q) of CsHoNO: (paracetamol)

after 30 min/

5 Dissolution /

|PacTBOpeHue

101 % to 102%

100% to 103 %

i
i

He menee 70 % (Q) CsHoNO, (mapaueramon)
yepe3 30 MuH

Remarks : The Product conforms to ND/
Hpvwmeaanue: [IpayxT cooTBeTCTBET Tpebosanuam HJT

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by/ Checked by/
Ilo arorosneuo: Pravesh Rana f ITpoBepeno: Rama Kant

Approved by: Manager/Executive

/Opobpeno: Mene mkep/

PyxoBoautens: Amit Ku.x\nar
e

uf
e
Reprint Date: !

Hara: 19.07.2025

Reprint Date:
Hata: 19.07.2025

Reprint Date: .
Jara: 19.07.2025

Registered Officc: 3-2-337, Road No. 3, Binjara Hiils, Hyderabad - 500034, Telan gan a, India
Tel: +91 40 4900 2900, Fax: +81 40 4500 2999, Email: mail@drreddys.com
CIM: L85195AP1984PLCOV4507
www.drreddys.com



Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Lid
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 4 of 10/Ctp. 4 n3 10

Eroduct: Ibuclin, film-coated tablets, 400 mg +325 mg

Tpoay x1: HOyknuu®, Tabuerkn, NOKPLIThIE [N/1€HOTHON obonoykoii, 400 mMr + 325 mr

| THLeH3us Ne

Market / Poinok :Russia / Poccus
Batch No/ ] Batch Quantity/ 800000.0 tab/ =
Cepus Ne . V2_5_01429 : O6nem cepitg " 800000.0 TaG .
Analytical Repoz‘t No / . 040003004902 Date of Analysis / 19.07.2025
_-Ananumqeclmu oT4eT N JiaTa anann3a
Date of Manufacture/ . 06/2025 Date of Expiry / - 05/2030
JaTa mpoussoncTBa Toaen no o e P |
Mfg. License No./ MA number: /
ITpou3BoacTBeHHAS : MNB/05/263 | Homep PY . JII-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Aranns nposexen o FUI: JITI-Ne (003654)-(PT-RU)-101123

4-aminophenol (paracetamol i'r;lpuﬂ) - not more|
than 0.005% /

4-amyHodeHon (MpuMech TNapaueTaMona) He
6onee 0,005 %
Any individual impurity (of ibuprofen or

paracetamol) - not more than 0.3% /
JhoGas e num u1an npumect (16ynpodena um
uapdueramoia) ve Gonee 0,3 %o

Total impurities (Method 1+ Method 2) - not more
than 0.7% /Cymma npumeceit (Meton 1 + Meroa

2) He 6onee 0,7 %

6 |Related substances / 0.0003%
PoacTBeHHbIE IpUMeCH
Method 1/MeTop 1
II
|
!Method 2 /Meron2 Lo
‘ 0.04%
7 |Water /Boaa = 1.5%

Not more than 5.0% /
He Gonee 5,0 %

Remarks : The Praduct conforms to NTY/
dlpumeuanue: [Ipoaykr coorercTByeT TpeboBanuam H]I

Opinion : APPROVED
3akmiouenne: OJJOBPEHO

Prepared by / Checked by/
[MoaroToeneno: Pravesh Rana /[

(‘

U

INpoepeno: Rama Kant

Approved by: Manager/Executive
/Omo6peHo: Menemxep /
PykoBoaurens: Amit Kumer

Reprint Date:
Hata: 19.07.2025

Reprint Date:
Jara; 19.07.2025

Reprint Date: (
Hara: 19.07.2025

Registered Offica: 8-2-357, Road o 3, Banjasa wlills, Hydaiabad - 500034, Te lan gana., tndia
Tek +91 40 4900 29C0, Fox <91 40 4900 2999, Fmawvk mail@drrecdys.con
Cliti: LS5195AP1934PLC004507
www.drreddys.com




Or. P eddy's Laboratories L,

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHATIH3A
Page 5 of 10/Ctp. 5 nz 10
[Product: Ibuclin, film-coated tablets, 400 mg +325 mg
Mponyk g Hoyknua™, TabaeTs, nokpbITHIE nJ1eHOYHoi 0600K0il, 400 mr + 325 mr
| Market / Poitok  ‘Russia / Poceus .
Batch No/ ) Batch Quantity/ _ 800000.0 tab /
Cepna Ne BN O6neM cepatst * 800000.0 Tab e |
AndlyticalReport; No7 - 040003004902 IEoAlELSS! 19072005
AHauHTHHECKHH oT4eT Ne : - Jara ananmsa 1 e
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2030
Hara nmponssoacTna | T'ogen ge e e P g
Mfg. License No. / NEASmIber:/
Tlpou3B0ICTBEHRAN MNB/05/263 : ; JIII-Na(003654)-(PT-RU) |
Homep PY
aunensist Ne : . P : 1
Analysis performed according ND: / Ananus nposegesi no HJI: JITI-Na(003654)-(PI"-RU)-101123 J
| 8 |Uniformity of dosage - =5
units/
|OpHOpOIHOCTE 182 Acceptance value (AV) should be not more than
[O3UPOBAHHA 15.0 /TlokazaTens npHeMaeMocTH (AV) RoJxeH
- ibuprofen / n6ynpoden 6biTh He Bonee 15,0
1.2 Acceptance value (AV) should be not more than |
|- paracetamo) / 15.0 /IlokazaTens npiemiemocti (AV) HOJDIEH |
| mapateTamosn N a oniTe He Hosee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
dpwmeyanne: [TpoaykT cooTBeTcTBYET Tpeboranuam HJI 3axiarouenne: ONOBPEHO
Prepared by/ ~ | Checked by/ Approved by: Manager/Executive
[MoaroroBneHo: Pravesh Rana ITpoBepeno: Rama Kant /O pobpeno: Menemiep /
7 . B 2 i
. Q{AL@_ YKOBOOMTEND Al?lt_ld(.}lgar
Reprint Date: Reprint Date: Reprint Date: \ i
Hara; 19.07.2025 Hara: 19.07.2025 Hara: 19.07.2025

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 506034, Telan gane, India
Tl 191 40 1200 2000, Fas 4 91 40N A9N7 2689, Fmalls mailidrresidys,sam
CIMi; LS5195AP1984PLCQ04507
wwyedrredidys.com
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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 13 10

Product: Ibuclin, film-coated tablets, 400 mg+ 325 mg
Hpoayxr: Moykanu®™, Tabnerxn, nokphiThie NUIEHOYHOI obonouKoii, 400 mMr + 325 mr

Market / PriHok :Russia / Poccus

Batch No/ . Batch Quantity / ~ 800000.0 tab/

Cepua Ne Bl Obnpem cepun * 800000.0 Tab

Analytical Report No/ - 040003004902 Date of Analysis / . 19.07.2025

AHaguTHUeCKH it oTHeT No L | MaTa anannsa

Date of Manufacture / 06/2025 Date of Expiry/ . 05/2030

Hara npoussoacTBa LSS | Tonengo A i VS

Mfg. Licernse No. / T

IIponsBoacTBenHas MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)
Homep PY

JnueH3usa Ne o

'Analysis performed according ND: / Ananus n__poneueu_no HI[ J]H-Ne(003654)-(PI"-RU_)—-10_1123 [y

—

9 Microbiologica) purity*/ |
Mukpobuonornyeckas
YyHCcTOTA*

a) Total aerobic microbial
count / Oburee 4nCIO
a3pobHbIX

| MUKDOODPraHH3MOB .

| b) Total combined yeasts
and mould count / O6wee
YHCNO APOMKIKEBHIX U
IIECHEBBIX IpHOOB

ic) E. coli

NA

NA

NA

Not more than 1000 CI'U/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be
Ir

absent i lg / OrcyrcTBHE

Remarks : The Product conforms to ND/

JIpwmeuanye: [IpoaykT cooTseTcTBYeT Tpeboanuam HJI

Opinion : APPROVED
3akmovenue: ONOBPEHO

Prepared by/
[Toxrotosneno: Pravesh Rany’

Checked by/
[Tpoeepeno: Rama Kant

At

Approved by: Manager/Executive
/Onobpeno: Menemiep /
Pykosoautens: Amit Kumar

rL =

Reprint Date:
Hata: 19.07.2025

Reprint Date:
Hara: 19.07.2025

Reprint Date:  { =
Jata: 19.07.2025

Regristerad Ofics $-2-337, Road No, 2, Bajarn Hills, Hyderabad -500934, Telangara, |ndia
Tel +91 40 4900 2900, Fax +21 40 4500 2999, Email: mail@drreddys.conm
CiM: L85195AP1984PLCOV4507

wwyedrreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Lid,
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Page 7 of 10/CTp. 7 ra3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoxvkr: Hoynun®, rabrerkn, nokpuIThie nieHounoii 06oacuKoii, 400 mr + 325 Mr

Market / PbiHok

:Russia / Poccus

JuueH3us No

Batch No/ ] Batch Quantity/ ~ 800000.0 tab/
Cepus Ne = V2501429 O6bem cepin * 800000.0 Ta6
ARAYEGIL Repott No/ 040003004902 DRCURRalisEl (907,205
 AHAJTUTYHECKHH oT4eT Ne _ e JlaTa aHaJK3a
Date of Manufacture/ - 06/2025 Date of Expiry/ . 05/2030
Hara nponssoacTea _ {Tomenso e S :
Mfg. License Neo./ MA number:/
IIpou3eoacTrenHasn MNB/05/263 | Homep PY ¢ JIII-Ne(003654)-(PI'-RU)
|

Analysis performed according ND: / Ananu3 nposegen no HJT: JIII-.N'!(OO3654)-(PI"-RTJ)-_1(_)112_3

|

pr—:

10 |Assay / KoqnuyecTBeHHOE
onpejeseHHe

Package / Ynakoeka

3974 mg /397.4 mr

322.39 mg/322.39 Mr

1360.0 to 440.0 mg of Ci3sHisO: (ibuprofen) per

tablet/

Or 360,0 mr no 440,0 mr C13HiO: (u6ynpoden) B
TadneTKe

292.5 to 357.5 mg of CyHoNO; (paracetamol) per
tablet/

Or 292,5 mr no 357,5 mr CsHoNO, (napauetamon)
B TabneTke

10 tablets in PVC/AI blister.
blister and a patient information
leaflet in a carton. /TTo 10 Tabnerok
B IIBX/Al 6nuctep. Tlo 1 6mictepy
B MauyKky KapTOHHYIO BMECTE C
HHCTPYKLHEH NO NPUMEHEHHIO.

10 tablets in PVC/A] blister. 1, 2 or 20 blisters and

a patient information leaflet in a carton. / ITo 10|

tabnetox B [IBX/Al 6nuctep. Ifo 1, 2 man 20
6/MCTepOB B Mayky KapTOHHYIO BMECTE C
HMHCTPYKLUHEHR MO MPHMEHEHHIO,

| 12| Labeling / Mapkupoeka

| !

According to ND. / B coorBeTcTBUM ¢ H]I.

13 | Storage conditions / At temperature not more than 25 °C. /
X panenne ITpu TEMIICPATYDO 11© DLILLO ISERE;

14 | Shelf life / Cpox 5 years /5 netr
FOJHOCTH

Note: References in the normative document are given to the Rus. Ph XIV,

Remarks : The Product conforms to ND/
IIpumeuanue: JIpoaykT coorseTcTB) reT Tpebosauuam H]J

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
[Toarotosneno: Pravesh Rana f

Checked by/
[Tposepeno: Rama Kant

4l

Approved by: Manager/Executive
/Opmobpeno: Menemxep/
PyxoroguTesnns: Amit Kum:%.r

AN

Reprint Date:
JlaTta: 19.07.2025

Reprint Date:
JHara: 19.07.2025

Reprint Date: {

Harta: 19.07.2025

Registeied Officc: $-2-357, Rozad No. 3, Banjara Hills, Hydetabad - 500934, Telangara, India
Tel: +91 40 4900 2900, Fax: +83 A0 4900 2999, Emiail: mail@direddys.cony
CIN: L8S195AP19E4PLCO04507

wwyydrreddys.com
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Dr. Reddy's Laboratories Ltd
Unit-G
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CERTIFICATE OF ANALYSIS
CEPTH® MKAT AHAJIM3A

Page 8 of 10/CTp. 8 13 10

Product: Ibuclin, film-coated tablets, 400 mg +325 n;g_-
Hpom yxr: U6 yrand, Tatne TN, MO PLITHIE IJIEHOYHOMH 06oa0uKeit, 400 Mr + 325 mr
Market / PeiHok :Russia / Poccus =g <
Batch No/ 5 Batch Quantity/ . 800000.0 tab/
Cepus Ne & O6neM cepim ~* 800000.0 126 N
Analytical Rep(irt No/ . 040003004902 Date of Analysis / - 19.07.2025
AHaguTH4ecKHH oTdeT No . = | dara anamm3a ¥ L
| Date of Manufacture / . 06/2025 Date of Expiry / - 05/2030
JaTa nipoH3BoACTBA Fopen 1o = e s
Mfg. License No./ MA TaT b/
IIpouzeoxcTBEHHAsN : MNB/05/263 : i  JIII-Ne(003654)-(PT"-RU)
Homep PY
Junensus Ne =

_Analysis performed according ND: / Anaguz nposeen rLT_ ljll:'JIH:-_J@'(003654)-(PT-_R_U)-"191123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

[Ipumeyanne: Ccbllkd B HOpMATHUBHOW JOKYMEHTAIMU NpHBefeHbl Ha IO PO XIV.
* [IpopouTCS MPOU3BOJNTENEM NPH BBIYCKe NEPHOAMUECKH: M Kaxaoli 20-o# cepun WM He MeHee | pasa B
rog. ITokasaTesns MOXKeET ObITh He BKJIFOUEH B cEpTHRMKAT aHaM3a GHPMBL

API name / Haumenopaune ADPC:

INN /MHH:
API manufacturer batch mumber/
Homep cepun nponseogutensa ADC:
| FP Manufacturer API Batch mumber/

| Homep cepun cy6CcTAHIMH TPOH3ROANT €IS
| TI®:

API Manufactured by & country /
Iponzpoantens ADC, cTpana:

T

Solara Active Pharma Sciences
Limited, India / Conapa JxTug
®apma Cadiencns Jlumureq,
Nupns

Ibuprofen / U6ynpoden Paracetamol / [Tapatieramon |
—_— — T — e e = |
Ibuprofen / U6ynpoder Paracetamol / [Tapaueramon '
PIBM250088 APAPE2025040269
FESA00264 FESA00267

Granules India Limited, India/
[panynec Uugus Jlumuren, UHaus

Remarks : The Product conforms to ND/

{Ipumexanne: [Ipoayxt cooTBercTByeT TpeboBanuam HJJ

Opinion

: APPROVED
3axmoyenne: OJJOEPEHO

| Hara: 19.07.2025

Hata: 19.07.2025

Prepared by/ Checked by/ Approved by: Manager/Executive
Hoarotosneno: Pravesh Rana . [TpoBepeno: Rama Kant /Ono6peno: MeHemkep /
/ @u)fﬁ d PykoBoauTens: Amit Kumgr
| — e N
| Reprint Date: Reprint Date: v Reprint Date: v

Hara: 19.07.2025

Registered Cifice: 3-2-337, Read No. 2, Banjara Hills, i+yderabad - 500934, Telang ana. ndia
Tk +91 40 4500 2900, Fux. 421 40 4500 2099, Email: mail@drraddys.cam

CIN: L85195AP1984PLCO04507

wwvedrreddys.com
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Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd

Formilatic

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Page 9 of 10/ Ctp. 9 13 10

s

Product: Tbuclin, film-coated tablets, 400 mg+ 325 mg
Hpoayxr: M6ykam®, Tabite TKR, MOKpb{ThIe MieHoYHOMH 060107K0#, 400 Mr + 325 Mr =)
| Market / Priox ‘Russia / Poccus ) @
Batch No/ ; Batch Quantity/ ~ 800000.0 tab/ T
 Ceprst Mo T UEEOTE, Obr.em cepuin ' 800000.0 126
Analytical Repoz‘t No / - 040003004902 Date of Analysis / . 19.07.2025
AHATHTHYECKHHA oTYeT Ne e [Jata ananuza == e
I B
: Date of Manufacture/ - 06/2025 I?ate of Expiry/ 05/2030
i JaTa nipon3BoacTBa I'osen o
| Mfg. License No. / : MA number:/ |
| : - : -Nb - - |
IIpon3eoacTBenyas : MNB/05/263 | Homep PY JIIT-Ne(003654)-(PI"-RU)

nuueH3ua Ne

| Analysis performed according ND: / Ananu3 npoecaed o HI: JIII-No(003654)-(PT-RU)-101123

Fame, address,_zluthorizafion No for FP | Dr. R_eady's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site/ Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

site/

MNB/05/263) /

J-p Pengn’c Jla6opatopuc JIta., Uuaus, [IpousBogcTBeHHOE

IIpousBogcTBennas naomaaka / Ilnomanka noxpazaenenue-6, Bumn Kxons, Hanarapx Poyn, bagau, Jnctpukr

KOHTPOJs KayecTsa / [lomanka BeINycKa

Coman, X.I1., 173205, UHaus (JmLeH3ns HoMep MNB/Q5/263)

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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

3akoueHHe 0 cooTBeTCTBMM: «HacTosinuM s NONTBEpXAalo, YTO MPHBEACHHAS BbILe MHPOpMaLKA ABASETCS
JOCTOBEPHOH M TOYHOH. JTa cepHs MPOAYKUMH Mpou3BeaeHa (BKOYAs yNakoBKY (MapKHpPOBKY) M KOHTpOJIb
KayecTBa) HA BbINIEYKA3aHHOH [IPOM3BOACTBEHHOH muornanke (ruouiaakax) B I[OTHOM COOTBETCTBHH C
tpeGosanmsamu IlpaBun Hajnexawiel NpousBoAcTBEHHOH npaxTukh EBpasuiickoro skoHomudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTA0psa 2022) u TpeGOBaHUAMY KOHTPOJIA Ka4ECTBA JIeKAPCTBEHHBIX CPEICTS,

Remarks: The Product conforms to ND/

ddpwmeaanne: [TponykT cootBeTcTBYET TpeboBanuam HII

Opinion : APPROVED
3aknrouenne: OJJOBPE

HO

Prepared by/ Checked by/

ToaroTosneHo: Pravesh Rana [/ [Ipoeepeno: Rama Kant

+ PykoBogutens: Amit Kurnar
@"”\(ﬂ/ f\’/ Ea

/OmobpeHo: Menenxep

/

Approved by: Manager/Executive

Reprint Date: Reprint Date:
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CERTIFICATE OF ANALYSIS
CEPTHPUKAT AHAJIM3A

Page 10 of 10/Crtp. 10 53 10

Product: Ibuclin, film-coated tablets, 400 mg +325 mg

Ipoxvkr: M6ykann®, TabneTKH, MOKPLITHIE NIEHOYHOH ofionodicoil, 400 mr + 325 mr

Juuensus Ne

| Market / Peinok =i :Russia / Poccus
Batch No/ ) Batch Quantity/ ~800000.0 tab/ N
Cepua Ne Sl Ob6nem cepiti * 800000.0 Tab
Angiyfie iR eportiN:/ - 040003004902 Dl iuieisr 19.07.2025
AHanuTHYecKHit oTyeT Ne o Jara ananusa SR
Date of Manufacture/ . 06/2025 I?ate of Expiry / . 05/2030
 Jlata mpon3BoCcTBa TI'onen go
| Mfg. License No. / MA number:/
IlpouspogcTeenHan * MNB/05/263 Homep PY ¢ JIH-Ne(003654)-(PT'-RU)

Analysis perforr-ned accordi_n__g ND: / Ananus poBeaeH Mo HIE: JIH—NQ(O(E:54)-(1"1'“-—"R_U_)-10112_3 } =

a TaloKe B COOTBETCTBHM CO crneLUUKALUAMH, COASPHKALIUMUCS B PETUCTPALMOHHOM [OChE CTPaHBI-UMIOpTEpA.
3anucy Mo MpOU3BOACTBY, YIIAKOBKE ¥ aHANIM3Y [IPOBEPERDI, H YCTAHOBNEHO HX COOTBETCTBHE TpeboBaHuaM Ipasun
Haanexcalleil NpoM3BOACTBEHHON Mpak TMKH EBpazuickoro 3KOHOMUYECKOro Cor3ay.

Remarks : The Product conforms to ND/

{lpwmestanme: 1TpoaykT cooTBeTcTBYET TpeboRaHusm HJT

Opinion : APPROVED
3akmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
ITonrorosaeno: Pravesh Ranaz/-” ITposepero: Rama Kant /Onobpeno: MeHemxep /
. I PykoBoautens; Amit Kuima
A4 (
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