Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205 IR DIA
lel : +91 98156 56061-02

wngdrreddys corm

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJII3A

Page 1 of 10/ Ctp. 1 13 10

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

Ipoaywr: HOykin 1”. raGaerkn, nOKPEITHIC aeHoHoi 00070MK0H, 400 mr + 325 Mmr

Market / PerHok :Russia / Poccua

Batch No / F Batch Quantity / ~800000.0 tab/

Cepust N LI ObBem cepiu * 800000.0 Tab

Analytical Repor_t No / . 040002759325 Date of Analysis / . 19.12.2024

AuamnTnyecknii oryer Ne JaTa apajnsa

Date of Manufacture / - 11/2024 Date.of. Expiry / . 10/2029

JlaTa npon3BOACTBA I'omesn 10

Mfg. License No. / MA number: /

IMpouzeoacTBeHRas : MNB/05/263 s . JITI-N2(003654)-(PI'-RU)
; Homep PY

Juuensns Ne

Analysis performed according ND: / AHaan3 nposeiein no HJL: JTI-Ni(003654)-(PT-RU)-101123

Nv |Test/ [ToxkazaTenn Results/ PeaynbTaThl

Specification / Hopma

Appearance /

1 |OmucanHe
the cross-section. / Tabnerkn

Ha TONEepedHOM pa3pese — ANpo
6enoro usera.

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at

KancynoBHAHOH GOPMBL, TOKPLITEIE
IeHOYHOM 000N0uKOH OpaHXeBOro
1BeTa, ¢ pHCKOii Ha o1(1Oll CTOPOHE;

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTka xancya0suaHoHA
(hopmBl, NOKPEITEIE rneHodHol 060104K0N
OPAHKEBOrO LUBETA, C PHCKOIF Ha OAHOH CTOPOHE;
Ha ToNepeYHoM paspese — AApo Georo nau
nouTH besoro UBETA.

Remarks : The Product conforms to ND/
Ipumeuaniie: [TPoAYKT COOTBETCTBYET TPEOOBAHUAM HI

Opinion : APPROVED
3axmoyenne: OHOBPEHO

Prepared by / Checked by /
[Toarorosiexo: Shivani Devi
Maurya [

e

[TposepeHo: Sarfx sh Kumar

Approved by. Munuper/Caccutive

/Ono6peno: Mergmkep /

PykoBoautens: A hishelj/Chauhan
&

A
Reprint Date:

Jata: 19.12.2024

Reprint Date:
Jara: 19.12.2024

Reprint Date:
TaTa: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s “!’.

Dr. Reddy's Laboratories itd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badid;,
Distt. Solan, H.P, 173 205, IND(A
Te!: +91 98156 56001-02

vaww. drreddys.comn

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Page 2 of 10/ C1p. 2 m3 10

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

Mpoayser: M6ykann®, rabaerks, NOKpbITbIe WIeH04n0ii 060/10%K0ii, 400 mr + 325 mr

Market / PeiHok :Russia / Poccust

Batch No / - Batch Quantity / _ 800000.0 tab/

Cepua Ne  VaA%eeq0 O6nem cepin * 800000.0 Tab

Analytical cho:‘t No/ . 040002759325 Date of Analysis / . 19.12.2024
ApanuTHdecKnii oryer Ne JarTa ananania

Date of Manufacture / - 11/2024 l}atc of Expiry / - 10/2029

Jara mpou3BOACTBA I"omeH no . 5 A

Mfg. License No. / MA number: /

pouzsoacTBeHHAS : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT-RU)

JHneHsus Ne .

Analysis performed according ND: / Ananus nuposegen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

Complies as prescribed/
CooTBeTcTBYET

2 |Identification /
IMoagnHHHOCTH

The retention times of the main peaks on the
chromatogram of the ftest solution® should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetameol
reference standards solution (section Assay) /
BpemeHa yLepXHBAHHA OCHOBHbBIX [HKOB Ha
XPOMATOTpaMMe HCIIBITYEMOTO PACTBOPA AOJIXKHEL
COOTBETCTBOBATL BpEMEHAM YAEPXKHBAHHUSA TMKOB
Ha XpOMAaTOrpaMMeé pacTBOpa CTaHJapTHBIX
ofpasuoB ubynpodera u mapaueramorna (pasnaen
«KonUYeCcTBEHHOE ONpeneNneHye»)

3 |Average tablets weight / 971.3mg/971.3 mr 940.9 mg to 999.1 mg
Cpeagnsa Macca TabjeTok (970.0 mg + 3.0 %) /
Ot 940,9 Mr pile] 999,1 MmT
(970,0 mr £ 3,0 %)
4 |Disintegration / 06 min 06 sec / 06 mur 06 cek | Not more than 30 min /
PacnapaemocTs He 6onee 30 mun
Remarks : The Product conforms to ND/ Opinion : APPROVED
N pumeuanue: [IpoaykT cooTBETCTBYET Tpebosanuam HJI 3axaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Marjager/Executive

Iloarorosnexo: Shivani Devi

-

Maurya

[lposepeno: Santosh Kumar

/O no6peno: Mengiuxep /
PyxoBOAWTEND: bhisheljl(;‘hauhan

Reprint Date:
Hara: 19.12.2024.

Reprint Date:
Mara: 19.12.2024

Reprint Date:
Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: LB5195AP1984PLCO0AS507
www.drreddys.com




Dr. Reddy's Laboratories tid.
D d ‘..0 Formulation Unit-6
r. Y . Vill. Khol, Nalagart: Road, Bagdi,
:Re dy S Ne Bisit. Solan, H.P, 173 205, INDIA
Ta!l 1 +91 98166 56001-02

wara drraddys coin

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTM3A

Page30f 10/ Crp.3 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: Hbykann®, TabaeTicH, FOKPLITHIC WaeHo4 oIt 060109K0H, 400 Mr + 325 mr

Market / Poinok ‘Russia / Poccus

Batch No / ; Batch Quantity / _ 800000.0 tab /

Cepus Ne A2l O0nem cepuu " 800000.0 Tab

Apalytical Report No / . 040002759325 Date of Analysis/ . g 155024

AHanuTH4ecKui oTyeT Ne JlaTa aHaaH3a mmn 5 B8

Date of Manufacture / . 11/2024 : Date of Expiry / . 10/2029

Jara npou3BOACTBA [open jgo

Mfg. License No. / MA number: /

TIpou3BoacTBEHHAst : MNB/05/263 ¥ : JII-Ne(003654)-(PI'-RU)
Homep PY

nnoeHsna Ne

Analysis performed according ND: / Ananus npo;eueﬂ no HJI: ﬂH—N!(i]03654}-(P.F—RU)—101123

5 |gsolution / ' Mot looo th-nn 70% (Q) of CiyHisQ: (ibuprofen)
PacTBopenue after 30 min/
100% to 103 % He mcree 70 % (Q) Ci3HisO2 (nbynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO2 (paracetamol)
after 30 min /
99 % to 103 % He menee 70 % (Q) CsHoNO: (mapauetamorn)
yepe3 30 My

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [poaykr coorsercTyeT Tpefosanuam HJ 3axmioyenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosnexo: Shivani Devi Ipoeepeno: Santosh Kumar | /Ono6peno: Mengmiep /

A T Maurya ' @ PykoBoauTeb: bhisheT Chauhan
Reprint Date: Reprint Date: Reprint Date: '
Jata: 19.12.2024 HaTta: 19.12.2024 Jlata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLCA04507
www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bad:,
Distt. Solan, H.P., 173 205, inti24a
Te! : +91 98156 56001-02
vwwvrdrreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 M3 10

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

I popyxr: Hoykani®, TabieTK, NOKPLITHIC Naenounoi obosoukoil, 400 mr + 325 mr

Market / Puinox :Russia / Poccns |

Batch No/ " Batch Quantity / _ 800000.0 tab /

Cepusn Ne gt O6Lem cepHH ' 800000.0 Ta6

AnsivgalRegort No/ . 040002759325 Date of Analysis/ . 191 204
ﬁaunruqecknn or4yeT Ne - JlaTa aHAJH3A

Date of Manufacture / - 11/2024 LWe1ss 5 B35 7 © 10/2029

flaTa npoH3BOACTBA TI'onen Ko

Mfg. License No. / MA number: /

IMpousBomcTBENHAN + MNB/05/263 ) : JIM-Ne(003654)-(PI'-RU)

Homep PY
nueH3Hs No —

Analysis performed according ND: / Ananu3s nposejen no il .JIH-.]'Q"&(UOSGS—#)—(PTJIU)—IOI 123

6 |Related substances / 0.0002%
PoacrBeHHbIC MpHMeECH
Method 1/ Metox 1
Method 2 / Metog 2
Below BDL / Huxe nopora
perucTpauun
0.0002%
7 |Water / Bona 1.6 %

4-aminophenol (paracetamol impurity) - not more
than 0.005% /
4-amuuodedon (npuMech NapaueTamona) He
6onece 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /

TioGas eauHHuHas npumech (HGynpodena wuim
napateramona) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Metoa 1+ Meron
2) He 6omee 0,7 %o

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYeT Tpebopanmam HII

Opinion : APPROVED
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Mangger/Executive
TloarorosneHo: Shivani Devi - TlposepeHo: Santosh Kumar /Ono6peno: Menejoiep /
— Maurya PykoBoauTeb: Dbhishek (?hauhan
A =
Reprint Date: : Reprint Date: Reprint Date:
Iara: 19.12.2024 Jara: 19.12.2024 Hara: 19.12.2024

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 506034, Telangana, Indie
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q‘:"

Dr. Reddy's Laboratories Lid.
Farmulation Unit-6

Vill. Khol, Nalagarh Read, Badi,
Distt. Solan, H.F, 173 308, {8 s
Te! 1 491 88166 56001-02

S el L
WL T TGy 2L GO

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 5 of 10 / Ctp. S 13 10

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

Mpoayskr: Moyrann®, TabaeTin, NOKphIThie mIeHouHoi obonoukoii, 400 mr + 325 mr

Market / PoiHOK : Russia / Poccud

Batch No/ . Batch Quantity / _ 800000.0 tab /

Cepust Ne RZER O6beM cepHH ' 800000.0 136

Analytical Report No / - 040002759325 Date of Analysis / . 19.12.2024

AnannTHdecKii oryeT No Jarta aHaM3A

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jara mpoH3BOACTEA Topen go

Mfg. License No./ MA number: /

[IpouzBO/ICTBEHHAS : MNB/05/263 ' - . JIII-N2(003654)-(PT"-RU)
Homep PY

piensnn Ne

Analysis performed according ND: / Anagus nposesen no HA: JITT

_Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OnHOPOAHOCTb
HO3HPOBAHUA

- ibuprofen / ubynpogen

- paracetamol /
napaueTamorn

Acceptance value (AV) should be not more than
0.8 15.0 / TlokazaTtens NpHEMIIEMOCTH {AV) noJoked
651Th He Bosee 15,0

Acceptance value (AV) should be not more than
08 - 15.0 / Tlokaszarens npuemneMocti (AV) NL0JKEH
6riTh He bonee 15,0

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoayKT COOTBETCTRYET tpebopaniam HIL

Opinion : APPROVED
Janwoyenne: OIOBPEHO

Prepared by /
ITomrorosneno: Shivani Devi

AT

Checked by /
ITposepeno: Santosh Kumar

Maurya @_

Approved by: Ma ger/Executive
/Omo6peno: Menefuicep /
Pykosoautens: Abhishe Chauhan

Reprint Date:
Jlara: 19.12.2024

Reprint Date:
Tata: 19.12.2024

Reprint Date:,
JlaTa: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘.

Dr. Reddy's Lahoratories Lid
Formulation Unit-6

Vill. Khol, Nalagarih Road, Baddi,
Distt. Solan, H £, 173 205 %00

Te!l: 491 38166 560031-02

v deraddys.cont

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJH3A

Page 6 of 10/ Ctp. 6 m3 10

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

Mponyxr: Hoykanu®, TabaeTin, MOKpbIThe MAeHo4Y o 0Gonoukoil, 400 mr + 325 Mr

Market / PoIHOK :Russia / Pocena

Batch No / ) Batch Quantity / . 800000.0 tab/

Cepus Ne : B2y O6bem cepHut ‘ 800000.0 Tab o

Analytical Report No / . 040002759325 Date of Analysis / . 19.12.2024

Ananuwrruecknii order Ne JlaTa ana/mza

Datc of Manufacture / . 11/2024 Date of Expiry / . 10/2029

JlaTa ripoH3BOACTBA T'ojies 10

Mfg. License No. / MA number: /

Npon3BoRCTBEAHARA : MNB/05/263 - . JIIT-Ne(003654)-(PT"-RU)
Homep PY

aynenaus Ne SN

Analysis performed according ND: / Amnaans nposenes no HIT: JITT-Ne(003654)-( PI-RU)-101123

9 |Microbiological purity* /
Mukpo6uoJornyeckas
yueToTa*

a) Total aerobic microbial
count / O6Lee 4UCIO0
aapoBHBIX '
MUWKPOOPraHU3MOB

b) Total combined yeasts
and mould count / Obuiee
YUCIIO APOHCOKEBBIX H
necHeBbIX TpHbOB

c) E. coli

NA Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

NA
Not more than 100 CFU/g /
He Gonee 100 KOE/r

NA
Shall be absent in
1r

-

lg / OrtcytcTBle B

Remarks : The Product conforms to ND/ Opinion : APPROVED
[pumeuanue: [Ipogykr coorserctayer TpeGosariiim HIL 3amouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[oprotosnewo: Shivani Devi Tposepeno: Santosh Kumar | /Ono6pewo Menengep /

’ Af/" g Maurya p Pykosoautens: Abhishek f.hauhan
Reprint Date: Reprint Date: Reprint Date: ’
Jara: 19.12.2024 IMata: 19.12.2024 Jlata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telapgana, Indic
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mzil@drreddys.com

CIN: L85195AP1984PLCO0A507
www.direddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Natagarh Road, Batidi,
Distt. Solan, H.2, 175 20 i
Tol: +91 98155 50 (2

v drradevs coim

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIN3A

Page 70f 10/ C1p. 7 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
ITpomyr: UGyranu®, TabAeTKH, HOKPHITHIC ILIIEHOYHOM oGioao4Koii, 400 Mr + 325 mr

Market / PpiHOK

:Russia / Poccus

Batch No / 3 Batch Quantity / ~ 800000.0 tab /

Cepusa No ; V2402670 Qdnem cepun * 800000.0 Tab

Analytical Repol't No/ . 040002759325 Date of Analysis / . 19.12.2024

AManuTiyeckHii oTHer Ne JlaTa anad3a N . T

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

Jata npoH3iBOACTBA Tofien jio —

Mfg. License No. / MA number: /

IIpon3BoACTBEHHAS : MNB/05/263 . X . JITI-Ne(003654)-(PT-RU)
Homep PY

auensus Ne

Analysis performed according ND: / Ananus nposejien no H: JITI-Na(003654)-(PI'-R1)-101123

10 | Assay / Kosinuecrsennoe
onpesenenne

395.5mg/395.5 mr

321.79 mg /321.79 mMr

360.0 to 440.0 mg of Ci3H 502 (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 Mr C13H 1302 (u6ynpode) B
TabneTke

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

0OT1292,5 Mr a0 357,5 Mr CsHoNO: (napaueramon)
B TabneTke

11 | Package / YnakoBga

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Mo 10 Tabnerok

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
raGnetox 8 [IBX/AL Gnwucrep. Io 1, 2 wan 20

B [IBX/Al 6nuctep. ITo 1 6nuctepy |GmMcTepoB B Madky KapTOHHYIO BMECTE €
B 024Ky KapTOHHYIO BMECTE€ C [MHCTPYKUHMEH IO IPUMEHEHUIO.
HECTPYKUHEH IO TPUMEHEHHIO.
12 | Labcling / Mapxuposra | According to ND. / B cOOTBETETRUM HII.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaneHmne [Mpu Temneparype ve Bonue 25 °C.
714 | Shelf life / Cpox 5 years / 5 ner
IoAHOCTH
Note: References in the normative document are given to the Rus. Ph XIV.
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [poaykr coorsercrayer Tpedosannam HII 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Managet/Executive

I

IMonroTtosnexo: Shivani Devi

Maurya

[TposepeHo: Santosh Kumar

/Opo6peno: Meneugep /
PyKOBOAUTEND: AbI tishek ?hauhan
[

Reprint Date:
IMata: 19.12.2024

Reprint Date:
Tata; 19.12.2024

Reprint Date:

Jlara: 19.12.2024

Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys,com
CIN: L85195AP1984PLCONAS07Y

www.direddys.com



Dr.Reddy’s Q':'.

Dr. Reddy's Labaratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacidi,
Bistt, Solan, H.F., 173 205, iNDIA
Te!: +91 98156 56001-02
www.drredays.cor

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 8 of 10/ Ctp. 8 u3 10

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

Mpoayicr: Hoykaun", Tabuerku, HOKphITHIE MWIeHouHoii 060a0MK0il, 400 mr + 325 mr

Market / Poiniok :Russia / Poccust ‘

Batch No / i Batch Quantity / . 800000.0 tab/

Cepusi No F YRR Obbem cepnn ' 800000.0 Tab |

Analytical Repourt No/ . 040002759325 Date of Analysis / . 19.12.2024

Ananutnyecknii oryer Ne Jata aHanuza

Date of Manufacture / . 11/2024 Izate of Expiry / . 10/2029

JaTa npon3BoacTBa Topen 1o ]

Mifg. License No. / MA number: /

IlponsBoacTBenHas : MNB/05/263 : . JITI-Ne(003654)-(PT'-RU)
Homep PY

Jaunen3us Ne

Analysis performed according ND: / Ananus nposesen no HJi: JITI-Ne(003654)-(PT-RU)-101123

* 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.

[pumedanne: CcbikH B HOPMATHBHOM HOKYMEHTaUUA NpHBeaenbl Ha I'D PO XIV.
* TIpoBOAUTCS MPOH3IBOANTEINEM [IPH BBITLYCKE NEPHOTNYECKH: 1S kaxcpoi 20-0it cepun nin He meuee 1 pasa B

ron. [TokasaTens MoeT 6bITh He BKIIOUEH B CepTHUhHKAT anann3a GHpMBL.

API name / HaumenoBanue ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramor
INN / MHH: : Ibuprofen / H6ynpodex Paracetamol / [Tapaueramon
API manufacturer batch number / 1101/24/A-3419 APAP/24091294

Howmep cepin npousgogurens APC:

FP Manufacturer API Batch number /
Homep cepun cy0CTaHIMH NPON3BOIMTEIN FERA00602
) (o

FERA00539

JOL Chemicals and

API Manufactured by & country /
IlpoussoanTtens ADC, crpana:

Pharmaceuticals Limited, India /
HOJI KemHukanc 3611
dapmacsioTrraic Jlumuren,

Granules India Limited, India /
Tpanynec Ungus Jlumutes, Hunus

. HNupus
Name, address, authorization No for  FP Dr. Reddy’s Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumedanne: [Tpoxykr cooTeTcTBYeT Tpebopanuam HIL 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotoineno: Shivani Devi [Tposepeno: Santosh Kumar /Ono6peno: Meunengiep /
— Maurya @’(/ Pykoponutens: Abhishek Chauhan

/A ! D~ *-"""HFT
Reprint Date: Reprint Date: Reprint Date:
Jara: 19.12.2024 JlaTa: 19.12.2024 Jara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Lahoratories i

Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page 9 0of 10/ CTp. 9 na3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg =
Hponyser: H6yrann®, TabaeTkn, ROKPHITHIE NUIEHOYHOI 060104K0#H, 400 Mr + 325 mr

Market / Poisiok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusi Ne Pl OG6bem cepuH * 8000000126
Analytical Report No / . 040002759325 . Date of Analysis / . 19.12.2024

AHanHTHYECKHH oTYeT No o 7 | MaTa anaiamsa - _ |
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

JaTa npoM3BOACTBA Fopmen g0

Mfig. License No. / MA number: /

IIpousBoacTBeHHasA : MNB/05/263 | : JIII-Ne(003654)-(PT'-RU)

Homep PY

aunensns Ne . . o |
Analysis performed according ND: / Anasns uposesen mo HJIT: JITI-Ne(003654)-(PT-R11)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (I1P) 173205, India (license No
site / MNB/05/263) /

HanmeHoBaHHe, afipec, NTHLEH3INS QJIA J-p Pennu’c JlaGopatopuc JIta., Maaus, IlponspoacTeeHioe
TIpouzBoacTBeHHAs NIOMAAKa / Ilnowaaka noapazaenenue-6, Buan. Kxons, Hanarapx Poyz, Bannu, J{ncTpukr
KOHTpOJIs kadecTsa / Ilyomanka BeycKa Conan, X.I1., 173205, Uunus (nnuensus Homep MNB/05/263)

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 cooTBeTcTBHH: «HacTOAWMM A MOATBEPXAAID, 4TO NpUBEACHHAA Bbllle HHOOPMALIUS ABIACTCA
JIOCTOBEPHOM M TO4YHOH. DTa cepus NMpOAYKUMH NMpon3BeleHa (BKNOYAs YNAKOBKY (MapkMPOBKY) W KOHTpOIb
KauecTBa) Ha BBINICYKA3aHHOW TNpPOM3BOACTBEHHON mUOmanke (MUIOIaJkax) B TOJHOM COOTBETCTBHH C
TpebosanuamMu [IpaBun Hajuiexaleil NPOU3BOACTBEHHOM MPAaKTUKK EBpasHiCKOro 3KOHOMHYECKOro coko3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsibps 2022) U Tpe60BaHHAMH KOHTPOJIA KayecTBa JISKApCTBEHHBIX CPEICTB,
a TalkoKe B COOTBETCTBMM CO CrEUM(HKALMAMH, COACPKAMMHUCA B PErUCTPAlMOHHOM A0ChE CTpaHbl-HMIOpTEpa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Tpoaykr coorserctsyer Tpebosanuam HIT 3axmoyenne: OJIOBPEHO
Prepared by / Checked by/ - Approved by: Manager/Executive
Ioarorosaeno: Shivani Devi Mposepeno: Santosh Kumar /Ono6peno: Meug/xep /

/S 7/ Maurya (@&_ PyxoBozuresns: Abhishek ? hauhan
Reprint Date: Reprint Date: Reprint Date: I
Hara: 19.12.2024 Harta: 19.12.2024 Jlara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50G034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Dr. Reddy's Laboratories [td.

Formulation Unii-6

Vill. Khol, Natagarh Road, Bacidi,

Distt. Solan, H.P., 173 208. thit)|A
ol 1 +91 98156 56001-C7

wypvsdrraddys. com

Page 10 of 10/ CTp. 10 m3 10

Product: Thuclin, film-coated tablets, 400 mg + 325 mg
Mpoxyicr: U6ywauu®, rabaerku, nokprIThie IieHouHol 060n0uKoit, 400 mr + 325 Mr

Market/ Poinok :Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab/
_Cepust Ne PR O6bem cepuu ' 800000.0 126
anglytical Report o,/ : 040002759325 Date of Amalyals/ 19175004
AnanaTageckii oruer Ne JaTa ananu3a = |
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
Nata upon3soicTsa Togen 10
Mfg. License No. / MA number: /
IlpousBogcroennas - MNB/05/263 . < JITI-Ne(003654)-(PT'-R.U)
Homep PY
sunensusa Ne

Analysis performed according ND: / Ananns npoeenen no HIL: JII-Ne(003654)-(PT —ﬁf))~101123

]

3anucu no [POU3ROACTRY, YTAKOBKE H aHAJIU3Y NMPOBEPEHEI, ¥ YCTAHOBJIEHO UX COOTBCTCTBHE Tp660 BaHHAM l'[paaun
Haiexameu l'IpOldBBOJlCTBCHHOF] NPaKTHKH EBpaBMﬁCKOFO 3KOHOMHUYECKOIO COrO3an.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumveyanne: [poaykr cootseTcTBYeT TpeboRanuaM HJI 3axmovenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoaroTorneHo: Shivani Devi TlpoBepeno: Santosh Kumar | /Ono6peno: Menemyep /
— Maurya @V Pyxoeomutens: Ablishek Crauhan

A i ==
Reprint Date: Reprint Date: Reprint Date:
Jata: 19.12.2024 Hara: 19.12.2024 Jara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indi2
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.direddys.com




